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[4110-03] 
Title 21—Feod and Drugs 


CHAPTER [—FOOD AND DRUG AD- 
MINISTRATION, DEPARTMENT OF 
HEALTH, EDUCATION, AND WEL- 
FARE 


SUBCHAPTER B—-FOOD FOR HUMAN 
CONSUMPTION 


{Docket 75N-0318] 


PART 105--FOODS FOR SPECIAL 
DIETARY USE 


Label Statements 


AGENCY: Food and Drug Administra- 
ticn. 


ACTION: Final order following a 
public hearing on regulations. 


SUMMARY: This final order revises 
label statements for special dietary 
foods used in reducing or maintaining 
body weight or caloric intake or in the 
diet or diabetics and prevents mislead- 
ing label statements on foods that are 
not useful for special dietary purposes. 
The regulations have been issued fol- 
lowing a formal evidentiary public 
hearing and publication of a tentative 
order. 


DATES: Labeling may be changed to 
comply with the final regulation on 
September 22, 1978; all products ini- 
tially introduced into interstate com- 
merce after July 1, 1979, shall comply. 


FOR FURTHER INFORMATION 
CONTACT: 


Taylor M. Quinn, Bureau of Foods 
(HFF-300), Food and Drug Adminis- 
tration, Department of Health, Edu- 
cation, and Welfare, Federal Build- 
ing 8, 200 C Street SW., Washington, 
D.C. 20204, 202-245-1243. 


SUPPLEMENTARY INFORMATION: 
In the matter of revising regulations 
for food for special dietary uses, the 
Commissioner of Food and Drugs is is- 
suing a final order, following a formal 
evidentiary public hearing, setting 
forth regulations with respect to label 
statements -on special dietary foods 
used in reducing or maintaining body 
weight or in the diet of diabetics, and 
to related misleading label statements 
on other foods. 

In a tentative order published in the 
FEDERAL REGISTER Of July 19, 1977 (42 
FR 37166), the Commissioner issued 
proposed statements of reasons, find- 
ings of fact, and conclusions of law, 
and tentative regulations in this 
matter. Interested persons were invit- 
ed to submit written exceptions to the 
tentative order within 30 days. Time 
for filing exceptions was subsequently 
extended through October 18, 1977, by 
a notice published in the Feprerat REc- 
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IsTER Of August 12, 1977 (42 FR 
40921). 

Twenty-six exceptions were received, 
three of which were incorrectly desig- 
nated as comments by the hearing 
clerk. Nineteen other comments were 
received. Some late submissicns have 
been received. All have been consid- 
ered. Four comments expressed gener- 
al support for the regulation. Some 
submissions opposed the issuance of 
any regulation on the basis of the 
present record, while others disagreed 
with specific provisions. Based on the 
submissicns, the Commissioner has 
made some modifications in the order. 
Each of the significant contentions is 
discussed below. 

The Commissioner adopts the pro- 
posed statement of reasons as pub- 
lished in the tentative order as the 
final statement of reasons, with the 
modifications stated below in the re- 
sponses to exceptions and comments. 


PROCEDURAL MATTERS 


1. Several exceptions stated that the 
record for this proceeding is stale and 
out-of-date and fails to take account of 
new developments since the close of 
the hearing in 1970. Several cited the 
concerns about the safety of saccharin 
and the possible unavailability of any 
nonnutritive sweetener as a new devel- 
opment not reflected in the record. 
Others cited the establishment of nu- 
trition labeling and its adequacy to 
provide caloric information. They ob- 
jected to the issuance of any final 
order based on the existing record. 
They urged that, instead, the Commis- 
sioner commence a new proceeding or 
reopen the hearing to consider new de- 
velopments and to permit rebuttal of 
findings relating to new provisions not 
found in the regulations stayed for the 
hearing. 

The Commissioner is aware that the 
proceeding to revise the special di- 
etary food regulations has been a 
lengthy one. The subject matter en- 
compassed in this proceeding was 
broad and included claims for infant 
foods, hypoallergenic foods, vitamins 
and minerals, and other matters. 
Orders were issued separately on these 
different claims to ease the workload 
demands. The weight control regula- 
tions are the concluding matter. A 
great deal of information on this sub- 
ject was accumulated in the record 
and had to be considered. Further- 
more, formal evidentiary public hear- 
ings take considerable time to prepare, 
to hold, and to evaluate. The agency’s 
procedures governing these hearings 
have been improved since the time the 
hearing on this matter was held, but it 
must be recognized that considerable 
time would be involved if any new pro- 
ceeding were begun or the hearing re- 
opened. 


The Commissioner would start a new 
proceeding if he thought the present 
record were inadequate to reach a fair 
and sound decision. The basic princi- 
ples of weight control have not altered 
since the close of the hearing. Inter- 
ested persons have had dan opportunity 
to submit exceptions to the tentative 
order. the Commissioner has given 
careful attention to the submissions, 
and he discusses them in more detail 
below. In response to-the submissions, 
he has made a number of changes in 
the regulations issued in this order. 

Obesity problems are widespread 
and public interest in special dietary 
foods is strong. Therefore, it is impor- 
tant to issue regulations to protect and 
inform the public about foods that are 
useful in controlling weight. Further- 
more, uncertainty exists in industry 
about the type of label claims consid- 
ered appropriate, and the existence of 
that uncertainty may discourage some 
firms even from making appropriate 
claims for foods that are useful. The 
commissioner believes that a pressing 
need for final regulations exists and 
that an adequate reeord supports the 
regulations as revised. 

Under § 105.67 (21 CFR 105.67; for- 
merly 21 CFR 125.6, before recodifica- 
tion published in the FEDERAL REcIS- 
TER of March 15, 1977 (42 FR 14302)), 
the only label statement specifically 
required for foods offered for weight 
control relate to a statement about 
calories, protein, fat, and carbohy- 
drates in the food, a requirement that 
can be met through nutrition labeling. 
No regulations specify either the con- 
ditions under which foods may claim 
to be “reduced calorie” or “low calo- 
rie,” or the nature of labeling informa- 
tion that must appear. Nutrition label- 
ing provides important information 
about the nutrition content of the la- 
beled foods and is required for all 
foods bearing nutrition claims, includ- 
ing claims about caloric content. The 
nutrition labeling regulation was es- 
tablished after the close of the hear- 
ing, but it does not eliminate the need 
for the regulations in this order. For 
example, nutrition labeling does not 
provide information about the amount 
of caloric reduction in foods that claim 
to be useful in weight control because 
of a caloric reduction. The nutrition 
labeling regulation does not establish 
criteria to prevent misleading claims, 
and although it would provide for list- 
ing the number of calories in food on 
the information panel, it would not. 
prevent a food containing 200 or more 
Calories from being offered as “low 
calorie.” 

The developments with respect to 
the safety of nonnutritive sweeteners 
were not specifically anticipated in the 
record. A decision about the availabil- 
ity of saccharin has been deferred 
under the Saccharin Study and Label- 
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ing Act, Pub. L. 95-203 (Nov. 23, 1977). 
The final regulations established by 
this order are general and permit ap- 
propriate claims by foods that achieve 
their caloric reductions in a variety of 
ways, including means that do not in- 
volve the use of a nonnutritive swect- 
ener. The regulations are concerned 
with labeling claims rather than the 
separate matter of the safety of non- 
nutritive sweeteners or any other food 
ingredient. A nonnutritive sweetener is 
available at present; but the Commis- 
sioner believes that even if a nonnutri- 
tive sweetener were not available, the 
regulations would be appropriate. 
They permit varied foods useful in 
weight control diets to make suitable 
claims. The petition process for estab- 
lishing alternative criteria would be 
available if at some point the full 
degree of ordinarily useful calorie re- 
duction were not technologically 
achievable. 


Low CaLorRIe CLAIMS AND UNPROCESSED 
Foops 


2. Some submissions supported the 
provision on low calorie foods, includ- 
ing one submission from-the Society 
for Nutrition Education, which stated 
that these provisions appeared to 
allow claims for foods generally con- 
sidered useful in weight control dicts 
in relatively unrestricted amounts. A 
few comments urged that foods con- 
taining more than 40 Calories per serv- 
ing should be considered “low calorie.” 
A comment pointed out. that some 
fruits and vegetables, such as beets, 
corn, peas, and applesauce, would not 
be considered “low calorie” under the 
tentative order. : 

The “low calorie” food designation 
identifies foods that are genuinely low 
in calories, and many vegetables and 
other unprocessed foods would satisfy 
the criteria. Not all fruits and vegeta- 
bles, however, are genuinely low in 
calories. Consequently, the regulations 
are not made inappropriate solely by 
the fact that some vegetables and 
fruits do not satisfy the criteria. 


CaLoric DENSITY 


3. Several submissions objected to 
the establishment of any maximum 
caloric density limit for low calorie 
foods, maintaining that. the limit 
would bar low calorie claims that are 
useful in diets. Many foods, including 
some calorically reduced jellies and 
preserves, gelatine desserts, salad 
dressings, sugar substitutes, cookies, 
and candies, presently bear such 
claims. The submissions viewed the ca- 
loric density requirement as unneces- 
sary to prevent consumers from eating 
foods in multiple servings at will, and 
cited the information in the record 
(Hirsch Tr. 30, 305-07, Mayer WD-53- 
Mayer, p. 32, Tr. 28840-44, Swanson 
Tr. 22523, 22511) that consumers do 
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not increase portion sizes of foods. An 
exception maintained that the Com- 
missioner overlooked testimony that 
caloric density should not be used to 
classify foods, and tha nutrient densi- 
ty must also be considered. (Darby Tr. 
26, 309, WD-49-Howard, pp. 17-20.) 
Furthermore, it was claimed that the 
statement of calories per serving 
would alert the consumer to the fact 
that increased servings would increase 
calories. The particular caloric density 
figure of 0.4 Calorie per gram was de- 
scribed as capricious in that there was 
no more support for it than for any 
other figure. 

The submissions also maintained 
that the testimony cited in the tenta- 
tive order as support for the caioric 
density limit related to unaltered 
foods. Some exceptions suggested that 
a caloric density limit might be useful 
to prevent inappropriate claims for 
unaltered foods that contain many 
calories in a small serving (e.g., sugar), 
but that it should not apply to foods 
containing 40 Calories or less that 
have been altered to reduce their calo- 
rie content significantly or those that 
are significantly less calorically dense 
than the unaltered food. According to 
these exceptions, many of these foods 
are not likely to be consumed in 
excess; salad dressing was cited as an 
example of a food that is consumed in 
limited quantities, because of taste, 
and for a specific use, solely on salads. 

Another exception noted that sugar 
substitutes contain nutritive sweeten- 
ers for technological reasons and con- 
sequently exceed the caloric density 
level set in the tentative order, but 
contain only 4 Calories per serving and 
are regarded by consumers as low in 
calories. Another comment suggested 
that, if the aim were to prevent diet 
claims by snack foods, the restriction 
be made directly in those terms. Sever- 
al comments complained of a lack of 
notice and opportunity to present tes- 
timony at a hearing on a caloric densi- 
ty provision and urged that a notice of 
proposed rulemaking be issued before 
establishing such a provision or that 
the record be reopened with notice of 
opportunity to rebut this provision. 

The testimony cited in the submis- 
sions indicated the difficulty in devel- 
oping a low calorie standard and the 
need for some limitations. One expert 
testified that low calorie claims pres- 
ent “a complex situation,” that a 
statement of calories per serving 
would discourage “binges,” that there 
may be difficulties in determining 
serving sizes, and that some decision 
may well have to be made on certain 
classes of low calorie foods separately 
from a- blanket decision (Mayer Tr. 
28840-47). Another expert recognized 
that there could be excess consump- 
tion of ‘‘diet foods but that excess con- 
sumption was unlikely when the indi- 
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vidual received proper nutritional edu- 
cation. The testimony cited in the ex- 
ceptions as being overlooked by the 
Commissioner is not entirely clear in 
meaning, but it appears that one of 
the experts cited considered caloric 
density of some relevance in classify- 
ing foods as low calorie. The expert 
considered most, but not necessarily 
all, foods containing below a certain 
number. of calories as useful in a low 
calorie diet. The expert later indicated 
he did not believe that “low calorie” 
would convey “the proper concept” for 
salad dressing and mayonnaise in their 
unaltered form, but that a “lower” 
calorie claim would be appropriate if 
the food were reduced in caloric densi- 
ty (Darby Tr. at 26309-13). 

The Commissioner points out that 
the caloric density requirement would 
not prohibit ‘reduced calorie” claims 
for foods such as those mentioned in 
the comments, if significant caloric re- 
ductions have been made. Such foods 
could be labeled as “Reduced Calorie.” 
That language would clearly indicate 
their usefulness. in weight control 
diets. The Commissioner is of the 
opinion that the use of the term “Low 
Calorie” in labeling these foods would 
be potentially misleading, unless the 
food were distinctly low in caloric con- 
tent and not likely to be consumed in 
excess because of its small serving size. 

The Commissioner believes that the 
record reflects general agreement that 
foods labeled “Low Calorie” should be 
genuinely useful to consumers as low 
in calories. Furthermore, to be useful, 
the designation “low calorie” should 
not be applied to foods which have few 
calories per piece or serving but which 
may be frequently consumed in large 
amounts during the day. Calorically 
dense foods such as sugar, many can- 
dies, or potato chips may have a low 
number of calories in a single small 
portion but are not appropriately 
viewed as low calorie. 

The same difficulties can also exist 
with respect to reduced calorie foods, 
even if the foods have less than 40 
Calories in a serving. For example, a 
candy, jam, or salad dressing might 
have a one-third reduction in calories 
and contain 40 Calories or less in a 
single piece or serving. The Commis- 
sioner does not believe a “low calorie” 
claim should be automatically permit- 
ted on all reduced calorie foods that 
contain 40 Calories or less per serving. 
Low calorie claims should be permit- 
ted on these foods, in addition to any 
reduced calorie claim they may bear, 
only if the food is numerically low in 
calories and not likely to be consumed 
because of its small serving sizes in an 
amount that is excessive in view of the 
weight control purpose. The Commis- 
sioner does not see any way to assure 
that the category of low calorie food is 
thus circumscribed except by using a 
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caloric density approach, by adopting 
a total daily consumption approach 
for low calorie foods, or by establish- 
ing the maximum amount of calories 
in a low calorie food at a very low 
level. The caloric density approach is 
simpler to apply, and is less prone to 
abuse, than a total consumption ap- 
proach. Setting a very low maximum 
amount of calories in low calorie foods 
would exclude useful foods. According- 
ly, the Commissioner relies on the sup- 
port in the record for a daily consump- 
tion limit for low calorie foods to sub- 
stantiate the need for a caloric density 
requirement. ‘The Commissioner has 
accepted finding 64 that a daily con- 
sumption limit is inappropriate be- 
cause of the difficulties in applying 
such a limit, but he believes that there 
is a need to limit low calorie claims 
either through a daily consumption or 
caloric density standard. 

Of the foods mentioned in the com- 
ments, the only one that appears to 
call for a different treatment.is sugar 
substitutes. As an exception noted, 
sugar substitutes have about 4 calories 
in a 1-gram packet and have a 90-per- 
cent caloric reduction in comparison 
with a 2-teaspoon serving of sugar, 
containing 36 calories, that is equiva- 
lent in sweetness. According to hand- 
book 8, there are 3.85 calories in a 
gram of granulated sugar. Thus, a 2- 
teaspoon serving of sugar would weigh 
more than 9 grams. If a sugar substi- 
tute had the same weight as the sugar 
it replaces, it would have a caicric den- 
sity of approximately 0.4 calorie per 
gram, the level set in the regulation. 
Because consumers use oniy the 
amount of a sugar substitute that pro- 
vides an equivalent degree of sweet- 
ness as the sugar replaced, it is reason- 
able to evaluate the caloric density of 
the sugar substitute in relationship to 
the weight of the food it replaces. The 
caloric density maximum guards 
against low calorie labeling on foods 
that may be consumed in excess 
amounts due to their small serving 
sizes. Because of the negligible caloric 
content of the sugar substitutes and 
its replacement of a food with a con- 
siderably higher number of calories 
and greater weight, it is not likely that 
consumers will consume an excessive 
number. of calories from repeated serv- 
ings of sugar substitutes. 

The other foods mentioned in the 
exceptions do not appear to have the 
same features that warrant special 
treatment of the sugar substitutes. 
The other foods do not have the same 
negligible amount of calories. They 
also do not achieve their caloric reduc- 
tion in a way that reduces the weight 
of the food in relationship to its or- 
ganoleptic effect. 

If foods other than sugar substitutes 
can be shown to deserve exemption 
from the general rule, the Commis- 
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sioner will propose an exemption upon 
receipt of a petition setting forth facts 
that demonstrate that an exemption is 
warranted. 

The Commissioner has set the caio- 
ric density level at 0.4 calorie per gram 
based on the information in the record 
that indicates that most soups, juices, 
fruits, and vegetables containing 40 
calories or less per serving can satisfy 
this density level. It is appropriate to 
have the low calorie criteria reflect 
the characteristies of these foods be- 
cause they are generally considered 
the most useful types of low calorie 
foods. 

The testimony cited in the excep- 
tions supporting the relevance. of a nu- 
trient density requirement was direct- 
ed at the stayed regulations’ require- 
ments for a 50-percent reduction for 
calorically reduced foods raiher than 
low calorie foods. That testimony fa- 
vored an individual determination of 
each food’s usefulness in weight con- 
trol programs (WD-49-Howard, pp. 
17-20). 

The Commissioner has already dis- 
cussed in the preamble to the tenta- 
tive order his reasons for lowering the 
percentage reduction for caloricaily re- 
duced foods. He also believes it impor- 
tant to have general regulations 
rather than ad hoc standards for de- 
termining when foods may bear low 
calorie and comparative caloric reduc- 
tion claims. If a food that does not 
meet the general criteria is useful as a 
reduced calorie or lew calorie food be- 
cause of its nutrient density or cilher 
factors, a petition may be submitted to 
amend the regulations to provide for 
appropriate claims on that food. 


RepuceD CALORiIs Foops 


4. Several submissicns supported the 
prevision that reduced calorie foods 
heave at least a one-third reduction in 
calories, but some urged that a reduc- 
tion of less than one-third be deemed 
sufficient. One submission suggested a 
10-perceni reduction to encompass the 
lowest figure receiving support from 
an expert at the hearing. A 20-percent 


‘reduction was considered significant, 


based on certain determinations relat- 
ing to protein and other nutrients in 
§ 101.9 of the nutrition labeling regula- 
tion (21 CFR 101.9; formerly 21 CFR 
1.17). One comment suggested consid- 
eration of allowing 2 20-percent reduc- 
tion in caloric density for the four 
major food groups because a signifi- 
cant reduction in the total diet might 
result. 

Most of the submissions suggesting a 
lower number urged that it be estab- 
lished at a 25-percent reduction to 
allow more foods to bear claims; such 
a reduction, these submissions 
claimed, would be consistent with the 
aim of achieving weight reduction 
through moderate sustained reduc- 


tions in various foods. One submission 
disagreed with the hearing examiner 
that the selection of a specific figure 
for a minimum reduction was some- 
what arbitrary and maintained that a 
25-percent reduction should be set be- 
cause it received the widest support 
from industry experts at the hearing. 
By contrast, according to the submis- 
sion, the figure of 33% percent adopt- 
ed in the tentative order had no par- 
ticular support. Some comments 
stated the petition procedure for es- 
tablishing alternative criteria would be 
unnecessary if the amount of the re- 
duction were set at a lower figure that 
the commenters considered more ap- 
propriate. One submission noted that 
the hearing examiner had found a 35- 
percent reduction reasonable but that 
the Commissioner had not specifically 
made such a finding about the reason- 
ableness of a 334-percent reduction. 

The Commissioner finds that re- 
duced calories foods should have at 
least a one-third reduction in calories. 
It is feasible for many foods to achieve 
a reduction of this degree. Alternative 
criteria will be established for foods, 
including those in the major food 
groups, or the basis of a showing that 
the foods cannot achieve a one-third 
reduction but are useful to include in 
a diet pregram. The Commissioner 
agrees that a diet program should 
have a moderate sustained reduction; 
but because not al! foods can be calori- 
cally atiered, it is important to have a 
reasonably large reduction in those 
that can be altered and that are of- 
fered for sale specifically on the basis 
of their caloric reduction. These foods 
are being offered for use by large . 
numbers of people, not all of whom 
may follow the strict diet that might 
make smat! reductions in a few foods 
useful te some dieters. Many consum- 
ers Would expect reduced calorie foods 
te have a substantial reduction and 
will purchase and use the foods with 
that expectation. 

The Commissioner does not believe 
the one-third reduction requirement is 
arbitrary. It is well within the range of 
figures receiving support from experts 
at the hearing, and it is more likely to 
be easily understood by consumers. 

The Commissioner does not believe 
that the percentage reduction for re- 
duced calorie foods should be deter- 
mined on the basis of percentage 
levels considered significant in the nu- 
trition labeling regulation for various 
claims concerning all types of nutri- 
ents. The problems with nutrient 
levels and calories are not similar 
enough to. justify the use of the same 
criteria. Furthermore, the record pro- 
vides specific information about the 
degree of reduction appropriate for re- 
duced calorie foods in light of the im- 


‘portant health concerns about obesity. 
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5. Many exceptions and comments 
urging a lower percentage reduction 
for reduced calorie foods were con- 
cerned with the effect of the regula- 
tion on bakery products, particularly 
bread. One exception contained a peti- 
tien urging that a separate regulatory 
provision permit bread to be labeled 
“Reduced Calorie” if it achieved a 25- 
percent reduction. According to this 
submission, even though some breads 
could be made which had a greater re- 
duction, these breads had a coarser 
texture and less satisfactory taste for 
consumers. The submission main- 
tained that frequent consumption of 
bread at meals warranted special 
treatment because a reduction of 25 
percent in each of three daily servings 
of bread could constitute a significant 
moderate reduction in the total diet. 
They cited testimony that the special 
dietary usefulness of foods should be 
evaluated individually, an approach 
they considered particularly appropri- 
ate for a basic food like bread. 

The Commissioner has reviewed the 
petition and believes that it gives suf- 
ficient reasons to warrant its publica- 
tion as a proposal. He believes, howev- 
er, that such a change from the gener- 
al rule should be made only after pub- 
lication as a proposal and considera- 
tion of comments from consumers, nu- 
tritionists, and other interested per- 
sons. The submission indicated that it 
is technologically feasible te make 
bread with a greater calorie reduction 
but that the food would not be as pal- 
atable and acceptable to consumers. 
Comment on this matter would be par- 
ticulariy useful. The Commissioner, 
therefore, is not going to change the 


final rule for bread or other bakery 


products at this time but has pub- 
lished elsewhere in this issue of the 
FEDERAL REGISTER a proposal based on 
the petition to amend the regulation. 
Final action will be taken on the pro- 
posal after consideration of the com- 
ments received. 

6. Several submissions objected to 
the requirement that to bear a re- 
duced calorie claim a food have at 
least 25 fewer Calories per serving. 
The comments criticized the provision 
because it had not been in the stayed 
regulations on which the hearing was 


held and therefore did not have ade-' 


quate support on the record. The com- 
ments expressed particular concern 
because the requirement would pre- 
vent usefulness claims concerning 
jams and jellies, which, because of the 
small serving sizes used, may have as 
much as a 50-percent reduction in 
calories without at least a 25-Calorie 
reduction in an individual serving. The 
comments urged that the number of 
servings in the total daily diet be con- 
sidered in judging whether the food is 
of caloric importance and a reduction 
significant. Even if the provision had 
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support with respect to inappropriate 
claims for foods used in small amounts 
(e.g., spices or condiments), the sub- 
mission argued, the provision should 
not apply to accessory foods such as 
jellies that are of caloric importance 
because of their frequent use in the 
daily diet. Another submission main- 
tained that no consensus developed at 
the hearing about the meaning of 
calorie importance and that, because 
the statement of the amount of the 
caloric reduction will protect the con- 
sumer, there was no need to preciude 
claims based on calorie importance. 

Upon consideration of the com- 
ments, the Commissioner agrees that 
insistence upon at least a 25-calorie re- 
duction per serving in all cases could 
result in prevention of “reduced cala- 
rie’ claims for seme foods that might 
be useful as substitutes for higher 
calorie foods. He has, therefore, re- 
moved this provision. He points out, 
however, that current law prohibits 
false and misleading claims. Compli- 
ance with § 105.66 of this amendment 
(designated § 125.5 when initially pro- 
posed) does not relieve products frem 
complying with the st: oe prohibi- 
tion against fats an misleading 
claims. Claims may be mi: sleading in a 
way not specifically dealt wit h in the 
regulation, é.¢., r bas 
for foods that we 
before ma —— ) 

7. Qne submission s 
of the prevision th at a fo 
as reduced in ¢ salories ) 
higher calorie reierence & pane rd 
sufficient quantities t ay 
the lower ca 
useful to = 
diets. The sul 
there is no m 
sales “in suffic ; 

he Commissicner ag 
removed provision 
quantity of sales of the ref 

8. A few submissi 
provisions con 
ria for x -educed ealc 
the recuiremen 
duction in ne 
cant in the dail; 
argued that it 
to expect a single 
nificant red ction i 
view of the 20 or more f 
during a day. 

The Commissioner agree: 
food itself need not be the sole source 
of a significant reduction in the daily 
diet and has modifi ed the regulation 
to provide that the food be shown to 
contribute to a significant reduction in 
calories and be useful to those in 
weight control programs. 

9. Several submissions criticized as 
new, unsupported in the record, and 
subjective, the requirement that a re- 
duced calorie food have organoleptic 
properties similar to those of the food 
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“with which it is compared. Only foods 


with nonnutritive sweeteners could 
meet the test with respect to sweet- 
ness. The Submissions claimed that, 
even though other calorically altered 
foods have somé perceptible differ- 
ences in taste or other characteristics, 

consumers accept the differences and 
—— label statements indicating how 
th caloric reduction has been 
poe ed adequately alert consumers 
to the differences. Other comments re- 

flected confusion about whether foods 
having a significant caloric reduction, 
but dissimilar in organoleptic proper- 
ties, could bear any claims of useful-- 
ness in weight control. 

Both the tentative order and the 
final regulations " provide that a food 
can bear claims of dietary usefulness 
in relationship to a food dissimilar in 
organoleptic properti es if the caloric 
difference is significant. For example, 
the labeling micht bear a diet claim 
separate from the name and bear a ca- 
loric Bybee to another food for 

he labeled food may substitute. 
This ¢ co ymparison may appear on either 
the principal display panel or the in- 
formation panel. 

Under the tentative order, however, 
the food could neither be labeled as 
reduced in calories nor bear a term im- 
mediately in juxtaposition to its name 
or in its labeling that suggested the 
food identical in organoleptic 

ies to the food with which it 

k g compared. For example, the 
Commissioner would regard it as mis- 
on to el] water-packed pears 
uced calorie pears’ or 

sed on a caloric com- 

s in heavy syrup, be- 

ng misleadingly sug- 

beled product is simi- 

oroperties, including 

o the sweetened pears. The 
Gakatitonss stili considers it mis- 
le ading to “reduced ren 


Was 


food that does not 
properties similar to 
with which it is com- 
ie has revised the 

te y that foods may 
use “re adi iced calorie” and “diet” terms 
in making weight control claims so 
iong as the —— differences in or- 
gancieptic rties are indicated in 
cor ouction wi th 1e labeling. For ex- 
ample, the lab ling might state that 
the foed is reduced in calories and less 
sweet than a specified food or that it 
is water packed and reduced in caijories 
in comparison with a food packed in 

eavy syrup. 

The need to take account of organo- 
leptic differences between foods in 
comparative statements is a matter of 
avoiding misleading statements, rather 
than a matter of the labeling about di- 
etary properties needed in special di- 
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etary foods. The stayed regulations 
did not expressly address this labeling 
issue. Because the record does not spe- 
cifically indicate which claims are mis- 
leading on this basis, the final regula- 
tion has been revised to delete specific 
examples but to incorporate the gener- 
al principle that materially misleading 
statements concerning the organolep- 
tic similarities or differences between 
compared foods should not be made. 
In each individual case, a decision as 
to how these general principles apply 
and whether the particular labeling is 
actually misleading will be made, 
based on the labeling for a particular 
food. 

10. Several comments pointed out an 
error in § 105.66(d)(1) (ii) and (iv) of 
the tentative amendment. When a ca- 
lorically reduced food has one-third 
fewer calories than another food, the 
higher calorie food has half again as 
many calories as the reduced calorie 
food, not one-third more calories as 
misstated in the tentative order. 

The correction has been made in the 
final regulation in paragraph (d)(1)(ii). 
Paragraph (d)(1)(iv) has been deleted 
for the reason explained above. 

11. A comment asked for a clarifica- 
tion that a serving can be equivalent 
for purposes of making caloric com- 
parisons even if the serving does not 
have the same weight or volume. 

The Commissioner agrees that in in- 
stances such as that of the sugar sub- 
stitutes mentioned earlier, the serving 
size does not have to be the same as 
long as the effect is the same, i.e., the 
same amount of sweetening effect. In 
most instances, however, the serving 
sizes will be the same. If, for example, 
a reduced calorie claim for bread were 
based on slicing the bread half as 
thick, the claim would be misleading. 

12. On the basis that the provision is 
new, some exceptions objected to the 
provision that a reduced calorie food 
be nutritionally equivalent to the food 
with which it is compared. 

The Commissioner maintains that 
the provision is adequately supported 
by the testimony about the impor- 
tance of maintaining nutrition in 
weight control diets as explained in 
the tentative order. 


OTHER LABELING REQUIREMENTS 


13. Several submissions objected to 
the provision that the principal dis- 
play panel contain a clear and concise 
statement of*how the special dietary 
usefulness had been achieved and the 
percentage by weight of nonnutritive 
ingredients. They viewed the state- 
ment as unnecessary in view of the in- 
gredient statement and other labeling 
information and the finding that the 
manner of the caloric alteration does 
not affect the caloric significance. Ac- 
cording to the submissions, the state- 
ment was not useful or needed “fully 
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to inform” consumers, as required by 
section 403(j) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 
343(j)), of the value of the food for its 
intended special dietary use. Several 
submissions particularly objected to 
the requirement that the information 
appear on the principal display panel 
where space is limited. Several asked 
for clarification about the- degree of 
detail required (e.g., whether it would 
be sufficient to state “less fat” instead 
of detailing how the fat was reduced). 
Another exception stated that it 
would be impossible to state clearly 
and concisely how fruit sugars are 
used in lieu of sucrose to achieve calo- 
rie reduction and suggested that the 
disclosure be limited to nonnutritive 
ingredients. 

Others pointed out that nonnutri- 
tive ingredients are added for techno- 
logical reasons to calorically altered 
foods and that the statement would be 
lengthy and complex. One submission 
asked whether water would be consid- 
ered a nonnutritive ingredient whose 
use would be required to be disclosed, 
and others asked whether a food that 
is not a source of calories would be 
considered nonnutritive according to 
the criteria used in § 105.3(d) (21 CFR 
105.3(d); formerly 21 CFR 125.1(d)) to 
Gefine an artificial sweetener. Other 
submissions suggested the statement 
might ‘be misieading in containing a 
declaration of added nutritive and 
nonnutritive sweeteners or the per- 
centage of nonnutritive constitutents, 
without disclosing that the food inher- 
ently contained other constitutents of 
the same type. Several exceptions ob- 
jected to naming nonnutritive and nu- 
tritive sweeteners as unnecessary. One 
comment urged that the percentage of 
nonnutritive sweeteners also be de- 
clared. One submission thought the 
requirements duplicated the provi- 
sions in § 105.79 (21 CFR 105.79; for- 
meriy 21 CFR 125.7), and others re- 
garded the declaration of nonnutritive 
constitutents as unnecessary and un- 
supported by the testimony in the 
record. 

The provision in the tentative order 
requiring a statement of how the caio- 
ric aiteration has been achieved has 
been deletedii because, as noted in the 
submisssion, it is not necessary in view 
of the ingredient statement and other 
labeling information. 

The regulation has been revised to 
require on the principal display panel 
or information pane! a statement indi- 
cating the presence of any nonnutri- 
tive and nutritive sweeteners and the 
identity and percentage of ingredients 
not utilized in normal metabolism that 
are used to achieve the speciai dietary 
usefulness in weight control. This in- 
formation was required by the stayed 
regulations and is supported by the 
record. The requirement replaces a 


provision with a similar purpose found 
in § 105.79 that is being revoked by 
this order. That section is being re- 
voked with the issuance of this order 
because the revised special dietary 
food regulations were intended to re- 
place completely the earlier regula- 
tions on this topic. Because they are 
not the principal means of achieving 
the special dietary usefulness, the 
nonnutritive ingredients used solely 
for technological purposes would not 
have to be declared in this statement. 

As revised, the regulations do not re- 
quire the statement to name the spe- 
cific nonnutritive constitutents or 
sweeteners used. The specific names 
will appear in the ingredient state- 
ment. 

For purposes of this label declara- 
tion, the term “nonnutritive sweeten- 
er” has the same meaning as the defi- 
nition of “artificial sweetener” in 
§ 105.3. Other constitutents will be 
considered nonnutritive if they are not 
utilized in normal metabolism. To 
alert those consumers who are avoid- 
ing the use of nutritive sweeteners, 
the regulation provides for a declara- 
tion of the presence of nutritive sweet- 
eners in any food that achieves its spe- 
cial dietary usefulness through the use 
of nonnutritive sweeteners. Water is 
not regarded as a nonnutritive con- 
stituent. 

14. A few submissions objected to 
the label declaration in § 105.66(a)(2) 
of the tentative order that “weight 
control by diet requires limiting total 
intake of calories.” They based their 
objection on the absence of the re- 
quirements in the stayed regulations 
and on the shortage of labeling space 
resulting from other labeling require- 
ments established since the close. of 
the hearing. Furthermore,:they stated 
that the statement is unnecessary in 
view of the finding that consumers un- 
derstand the relationship between 
food consumption and weight. 

Upon reconsideration, the Commis- 
sioner has decided that this statement 
is unnecessary and has removed the 
requirement. ; 

15. Some submissions objected that 
the minimum type size requirements 
were not in the stayed regulations and 
took additional label space. 

The Commissioner points out that 
the only portions of the tentative reg- 
ulation that require minimum type 
size are § 105.66 (c)(L)Ciii), (d)(2)Ci), 
and (f{)(2). The Commissioner agrees 
that minimum type sizes are not in 
the stayed regulations. He has, there- 
fore, removed the minimum type size | 
requirements from the regulations. He 
points out, however, that § 101.2 (21 
CFR 101.2; formerly 21 CFR 1.8d) re- 
quires that any information requirea 
by part 105 to appear on the label of a 
food appear prominently and con- 
spicuously and in type size at least “se 
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inch in height. Therefore, if all infor- 
mation required by § 105.66 to be on 
the label were not both prominent and 
conspicuous and in type size at least 
%> inch in height, the label would be 
illegal unless covered by an exemp- 
tion. 

16. Some exceptions objected to the 
requirement for fiutrition labeling in 
§ 101.9 on the grounds that the appli- 
cability of nutrition labeling depends 
on the validity of that section of the 
regulations and cannot be required for 
special dietary foods based on this pro- 
ceeding because nutrition labeling was 
not provided for in the regulations on 
which the hearing was heid. 

Others asked that a narrative form 
be permissible for nutrition labeling 
on small labels or that a shortened 
statement be provided for foods that 
are not meaningful sources of nutri- 
tion. One exception viewed nutrition 
labeling as a significant intervening 
event and asked that the record be re- 
opened to allow evidence on the ade- 
quacy of nutrition labeling to provide 
calorie information. 

Nutrition labeling is validly required 
by § 101.9 for any food making a nutri- 
tion claim, including any food making 
a calorie claim. The final regulation 
issued in this order refers to the nutri- 
tion labeling requirement merely to 
insure that it will not be overlocked. 
Nutrition labeling is required if the 
conditions of § 101.9 are met, whether 
or not that requirement is mentioned 
in this document. Thus, no additional 
information is being required. 

If a narrative form is thought neces- 
sary for presenting nutrition informa- 
tion, the proper procedure is to file a 
petition under part 10 (21 CFR Part 
10) to seek an amendment of format 
for all foods similarly situated. 


OTHER DtIeT CLAIMS 


17. Some submissions urged that the 
regulation deal only with reduced calo- 
rie and low calorie claims. They 
argued that the stayed regulations 
were not intended to preclude other 
types of claims relating to weight con- 
trol. Several comments and exceptions 
maintained that a food could be useful 
in. weight control even though it was 
not low calorie or comparatively re- 
duced or lower in calories. 

Under the tentative order, 
§ 105.66(e) generally restricted the use 
of special dietary usefulness claims for 
foods that were not low calorie, re- 
duced calorie, or comparatively useful 
within the meaning of paragraphs (c) 
and (d). The final regulation has been 
revised to provide that any food may 
make a claim of special dietary useful- 
ness for weight control on some basis 
other than its being “low calorie,” “‘re- 
duced calorie,” or comparatively 
useful within the meaning of para- 
graphs (c) and (d). The claim must not 
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be misleading and the basis for the 
claim must be conspicuously and clear- 
ly stated in conjunction with the 
claim. These foods may make. appro- 
priate claims, e.g., ‘for calorie restrict- 
ed diets” or “useful for weight con- 
trol.” 

Any food that purports to be useful 
for weight control will be subject to 
the provisions of § 105.66 (a) and (b) as 
revised. These provisions note the re- 
quirement that the food bear nutri- 
tion labeling, labeling about the’ pres- 
ence of nonnutritive ingredients, and a 
conspicuous and nonmisleading state- 
ment of the basis of the claim. 

Sections 105.66(f) and 105.67 with re- 
spect to “sugarless,” “dietetic,” ‘“dia- 
betic,” and similar claims have not 
been changed in their applicability. 
The record upon which this regulation 
is based shows that “sugarless,” 
“dietic,” and similar claims may be re- 
garded as low calorie and reduced calo- 
rie claims. Thus, these terms cannot 
generally be used without a disclaimer 
on foods that are not low calorie or 
comparatively reduced within ‘the 
meaning of § 105.66 (c) or (d). 

The Commissioner advises that he 
would not regard as a claim of special 
dietary usefulness for weight control 
labeling that simply stated in factual 
terms the number of calories per serv- 
ing in the food or that compared the 
calories in the food with another food. 
However, the labeling would be re- 
garded as a claim of special dietary 
usefulness if the labeling otherwise 
suggests usefulness for weight control. 
In any case, such caloric declarations 
trigger nutrition labeling in accord- 
ance with § 101.9. 

18. Several exceptions and comments 
urged that the regulation state the im- 
portance of portion controlled diets 
for weight regulation. These points 
were cited by Weight Watchers Inter- 
national as support for its position 
that foods can be considered of us¢ for 
weight control based on a total diet 
program like that offered by that or- 
ganization. The submissions contained 
information on the history and nature 
of the organization’s weight control 
programs and petitioned that the reg- 
ulations be amended so that they 
would_not apply to foods whose label- 
ing clearly shows that they are useful 
as part of a total planned dictary pro- 
gram that provides for a nutritionally 
balanced diet with a daily caloric 
intake adequate to permit weight loss 
or weight control. 

The Commissioner agrees that a 
total dietary program in which ade- 
quate amounts and balances of nutri- 
ents are provided and in which total 
calories are controlled may be useful 
in weight reduction and weight con- 
trol. A food used in such a program 
may bear appropriate claims of useful- 
ness in weight control as described 
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above. To avoid the possibility of mis- 
leading consumers, foods that are nei- 
ther low calorie nor reduced calorie, 
but which claim to be of use as part of 
a particular dietary program, should 
be explicitly labeled to state that they 
are useful in weight control only as 
part of the specified dietary plan. It is 
also inappropriate and potentially mis- 
leading to imply that a food becomes a 
“low calorie” or “reduced calcrie” food 
simply by reducing the serving size. 
Claims for the usefulness of portion 
control can be made, provided the 
manufacturer explains that calorie re- 
duction is achieved through changes 
in serving size; thus, consumers will 
not be misied into believing that such 
foods are different from other foods in 
the marketplace (i.e., consumers will 
not think portion control ice cream 
contains fewer calories than other ice 
cream on 2 volume-for-volume basis). 

19. Two exceptions urged that foods 
offered as components of controlled 
diet meals be allowed to.make claims 
of usefulness for weight control or be 
exempt, like low calorie meals and for- 
mulated meal replacements, from the 
present regulation, pending the issu- 
ance of regulations concerning such 
foods, e.g., cold cereals in a specified 
breakfast program. 

As explained above, foods may make 
claims of usefulness in weight control 
even though they are not low calorie 
or significantly reduced in calories. 
The regulation has been revised to 
clarify that other nonmisieading 
claims of usefulness for weight control 
may be made, and, consequently, there 
appears to be no need to provide a spe- 
cific exemption for components of con- 
trolled diet meals. 

20. Some submissions expressed con- 
cern that the tentative order might be 
interpreted to treat as weight control 
claims statements (eg. “unswee- 
tened”’) that indicated that no addi- 
tional sugars had been added to a 
food. According to the submissions, 4 
statement that a food contains no 
added sweeteners is of interest to con- 
sumers, and unlike claims that a food 
contains no sugar, the claim did not 
imply a caloric reduction or a low calo- 
rie food. 

The regulation is not intended to 
apply to factual statements that a 
food is “unsweetened” or that no 
sweeteners have been added to foods 
(e.g., juices) that contin inherent 
sugars. Section 105.66(f) has been re- 
vised accordingly. 


SUGARLESS 


21. One comment from the American 
Dietetic Association supported a re- 
quirement that. foods that are labeled 
“sugar-free” or “no sugar” be labeled 
to state that they are not calorie re- 
duced. Some submissions objected to 
this requirement insofar as it would 
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apply to sugarless gums and mints of- 
fered as helpful in avoiding tooth 
decay. According to the submission, no 
evidence in the record suggests that 
consumers would view the sugariless 
claim as applied to gums and mints as 
a weight control claim, particularly be- 
cause consumers do not consider gum 
a food. The comments stated that the 
disclaimer is unnecessary because the 
gums and mints do not contain a sig- 
nificant mumber of calories and be- 
cause the disclaimer could mislead- 
ingly suggest that these foods contain 
a high. number of calories or signifi- 
cantly more calories than similar foods 
made with sucrose. The submission 
cited testimony from a hearing before 
the Federal Trade Commission that 
the foods are useful in not promoting 
tooth decay and argued that the dis- 
claimer would confuse the consumer 
about the usefulness of the food for 
this other purpose. The comments 
pointed out the need to correct an am- 
biguity as to whether § 105.66(f)(2) ap- 
plies to “sugar-free” and other claims 
in addition to “sugarless” claims. 

The Commissioner pdints out that 
testimony at the hearing on which 
this regulation is based did, indeed, in- 
dicate that consumers might think 
“sugarless” claims were low calorie or 
reduced calorie claims. All the regula- 
tion calls for is a simple statement to 
remove the possibility of misleading 
the consumer. The Commissioner does 
not see how the statement required by 
the regulation could confuse the con- 
sumer as to the possible usefulness for 
not promoting tooth decay. No specific 
information was offered in the excep- 
tions that would show that such con- 
fusion would occur. Furthermore, 
foods can be labeled in other ways to 
suggest usefulness in not promoting 
tooth decay without using terms such 
as “sugarless” that suggest a weight 
control purpose, e.g., “non-cariogenic” 
or “does not promote tooth decay.” 
The Commissioner has also revised the 
regulation to provide additional alter- 
native statements, such as “not for 
weight control,” “useful only in not 
promoting tooth decay,” or “contains 
carbohydrates which do not promote 
tooth decay,” to indicate that the food 
is not being offered for use in weight 
control. - 

To remove the ambiguity pointed 
out in the exception, § 105.66(£)(2) has 
been changed to show that it applies 
to “sugariess” and other similar 
claims. 


D1raBeric CLAMS 


22. Some submissions objected to the 
labeling statements provided for foods 
offered for use in the diet of diabetics 
in that the disclaimer of value in 
weight control programs was confus- 
ing and unnecessary. The comments 
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claimed that the record demonstrated 
the value of hexitol-sweetened foods 
to diabetics. One submission stated 
that “dietetic” was an appropriate la- 
beling identification for diabetic foods. 
A comment from the society for Nutri- 
tion Education supported as necessary 
the provision in the tentative order be- 
cause the use of “diet” and “diabetic” 
has caused “confusion and misrepre- 
sentation” for years. The American 
Dietetic Association questioned the 
need for special labeling of foods for 
diabetics and stated that special label- 
ing implying that some foods are 
better or desirable in the diet of the 
well-regulated diabetic is false and 
misleading. 

The submissions have not noted any 
significant new information. The 
statement of reasons in the tentative 
order gave the reasons for believing 
that the provisions as found in the 
tentative order are needed. 

The Commissioner continues to be- 
lieve that the disclaimer is necessary 
to prevent consumers from being 
misled into thinking such products are 
low calorie or calorie reduced foods. 
Information in the record indicates 
that “dietetic” labeling might cause 
consumers to think that foods so la- 
beled were low calorie or calorie re- 
duced. (See findings of fact 16, 20, and 
21 (42 FR 37172).) 


MISCELLANEOUS 


23. One comment described finding 
of fact 10 (see 42 FR 37172) as giving 
confusing information about mannitol, 
since mannitol is not metabolized like 
sorbitol and is instead rapidly excret- 
ed, according to the comment. The 
Commissioner recognizes that there 
are differences in the absorption and 
excretion rates for sorbitol and manni- 
tol in that mannitol is variably ab- 
sorbed and readily excreted in the 
urine. However, the metabolism of 
both sugar alcchols proceeds through 
fructose and is essentially the same. 

24. One comment recommended that 
references to calories in the sense of 
kilocalories be capitalized to indicate 
the kilocalorie. 

The Corhmissioner is aware that it is 
traditional in nutrition literature to 
capitalize the word “Calorie” when 
used to represent kilocalories when a 
numerical value is expressed. Al- 
though this distinction is not likely to 
be recognized by consumers; it is also 
not likely to confuse them. Therefore, 
the Commissioner agrees that the 
word “Calorie” when used to represent 
the word “kilocalorie” should be cap- 
italized when associated with a nu- 
merical value, and this change has 
been made. 

25. A comment stated that the label- 
ing statements provided for in the ten- 
tative order “appear complicated,” but 


the comment offered no specific sug- 
gestions for simplification. 

Some of the labeling statement re- 
quirements have been removed, and 
the Commissioner believes the others 
are as simple as possible in view of the 
complicated nature of the subject 
matter. 

26. Some comments suggsted that it 
would be inappropriate to allow only 
processed foods to bear claims of use- 
fulness in weight control and that la- 
beling should permit the designation 
of foods that are low in calories gener- 
ally, or “low in calories” compared to 
the class of foods to which they 
belong, including possibly very lean 
meats and fish. 

Both processed and unprocessed 
foods may bear appropriate claims 
under the regulation. The Commis- 
sioner points out, however, that “low 
calorie” designation on lean meats 
that contain more than 40 Calories per 
serving could be potentially confusing 
to consumers, who associate “low calo- 
rie” claims with foods generally low in 
calories. Some type of comparative ca- 
loric claims may be appropriate to des- 
ignate the lower calorie foods in high 
calorie food groups, but there are diffi- 
culties in developing appropriate 
claims for foods that are compared 
with foods having considerable differ- 
ences in nutritional values. 

Some editorial corrections have been 
made in the text of the regulation. 


FINDINGS OF Fact RELEVANT TO § 105.66 
OF FINAL ORDER 


1. Obesity is a major public health 
problem in the United States today. 
The degree of health hazard is not 
necessarily proportional to the degree 
of obesity, and there can be significant 
health hazards of interference with 
body functions from relatively small 
amounts of excess weight! (WD-53- 
Mayer, pp. 26-27). (Based on HEF 427, 
the Commissioner has omitted a find- 
ing about whether obesity is increas- 
ing because it is not necessary and be- 
cause current statistics have not been 
examined.) 


2. The likelihood of successful 
weight reduction is in significant part 
a function of the prior duration of the 
obesity, and the longer the duration 
the less the likelihood of success. In 
treating obese patients, the object is to 
enabie the patient to-moderate his 
intake for the rest of his life and it is 
advisable to modify, in the main, the 
quantity of foods to which he is habi- 
tuated (WD-53-Mayer, pp. 16-17, 26- 
27; Stare, transcript 29220; WD-G- 
Levine, Q. and A. 37 (HEF 428)). 


'The Commissioner has deleted the term 
“obese overweight” whenever it appeared in 
the Hearing Examiner’s findings because 
the term is redundant, and he has substitut- 
ed the correct term “excess weight.” 
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3. Obesity is caused by an excess of 
caloric intake over caloric expenditure 
in the same time period (WD-53- 
Mayer, pp. 15-16; WD-3A-Sebrell, p. 
22; WD-G-Ricketis, p. 3; WD-G- 
Levine, Q. and A. 33-34; WD-76-Stare, 
Q. and A. 11-13 (HEF 429)). 

4. Obesity can be psychologically 
damaging, particularly to adolescents, 
even if subsequently reduced. Obese 
persons frequently regain lost weight 
(WD-53-Mayer, pp. 14-15, 17-20; Rick- 
etts, transcript 20795; Levine, tran- 
script 22371). (Based on HEF-430, the 
Commissioner has omitted a finding 
about the exact percentage of obese 
children who become obese adults be- 
cause it is mot necessary and he is un- 
certain about the precise percentage.) 

5. Regaining of lost weight may be 
dangerous to health, and is particular- 
ly discouraging to patients and thera- 
pists. Prevention of further obesity is 
as important to public health in the 
United States as reduction of already- 
existing obesity (WD-53-Mayer, pp. 
16, 21; Levine, transcript 22371-72, 
22400; Ricketts, transcript 20740, 
20795; WD-49-Hirsch, p. 4; Darby, 
transcript 26303; Stare, transcript 
29220 (HEF 431)). 

6. A food may be of value for special 
dietary use by reason of its value in 
preventing obesity. A food may be of 
value for special dietary use by reason 
of its value in maintenance of reduced 
body weight. A food may be of value 
for special dietary use by reason of its 
value in reducing excess weight (WD- 
§3-Mayer, pp. 34-35; Darby, transcript 
26293-94 (HEF 432)). 

7%. Body weight can be reduced by re- 
stricting total caloric intake and, if 
possible, increasing physical activity. 
Body weight can be raised by increas- 
ing caloric intake (WD-G-Ricketts, Q. 
and A. 15-16, 18; WD-G-Levine, Q. 
and A. 36; WD-76-Stare, Q. and A. 16 
(HEF 443)). 

8. A pound of weight (due to fat) in 
human beings is produced by approxi- 
mately 3,500 calories in excess of ex- 
penditure in a given time period, and a 
deficit of this amount in a given time 
period will reduce 1 pound of weight 
due to fat (WD-53-Mayer, p. 15). 
(Based on HEF 435, the Commissioner 
has accepted the Hearing Examiner’s 
finding with the addition of the brack- 
eted term.) 

9. The goals of prevention of weight 
gain, maintenance of reduced weight, 
and reduction of weight, for large 
groups of people, are compatible with 
each other in that a balanced. diet 
with moderate caloric reduction is the 
optimum route to each of these three 
goals since, as stated in the Final 
Report to the President of the White 
House Conference on Food, Nutrition, 
and Health by the Subpanel on Obesi- 
ty of the Panel on Adults in an Afflu- 
ent Society: The Degenerative Dis- 
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eases of Middle Age: “It is clear that 
the best and most effective results 
occur with a balanced diet of the usu- 
ally available foodstuffs but with a de- 
crease in total caloric intake of a type 
that can be used both for weight re- 
duction and for the maintenance of 
lower body weight after reduction has 
been achieved” (WD-53-Mayer, pp. 
29-20, 22-24, 41-42° WD-49-Hirsch, 
26A, p. 14, transcript 30,331; Darby, 
transcript 26,294; WD-3A-Sebrell, pp. 
22-23, transcript 26,150; exhibit 0-695- 
53). 

10. Sorbitol and mannitol are sugar 
alcohols. Sorbitol is readily metabo- 
lized into fructose and thereafter 
forms part of a general pool with pro- 
tein, fats, vitamins, and other sub- 
stances from which pool the body may 
produce glucose as needed. When this 
glucose is released into the blood, insu- 
lin may be required. Sorbitol produces 
approximately 4 kcal (kilocalorie) per 
gram. Mannitol is variable in its calo- 
ric value. Like sorbitol, mannitol, after 
it is initially metabolized, enters the 
general pool from which glucose is de- 
rived by the body (WD-G-Levine, Q. 
and A, 25-27, 80, 191; WD-G-Ricketts, 
Q. and A. 37-38; Bondy, transcript 
36060, 30062; Steinke, transcript 
30563-5; WD-49-Shuman, p. 10 (HEP 
436)). 

11. “Artificial sweetener” is a sweet- 
ening substance not used in normal 
metabolism as a source of calories 
(WD-G-Levine, Q. and A. 81 (HEF 
437)). 

12. The most common use of artifi- 
cial sweeteners in foods is for the pur- 
pose of reducing or maintaining the 
body weight and in the diets of diabet- 
ics (WD-G-Moses, Q. and A. 21 (HEF 
438)). 

13. Purchasers regard foods labeled 
as being artificially sweetened to be 
for caloric restriction and weight re- 
duction (WD-G-Swanson, Q. and A. 
22-24 (HEF 439)). 


LABEL INFORMATION 


14. Purchasers in the United States 
are aware of the relationship between 
their body weight and the foods they 
eat. Purchasers in the United States 
are highly responsive to the labeling, 
promotion, and advertising of foods 
(WD-G-Swanson, Q. and A. 15-17 
(HEF 440)). 

15. The FDA survey reports the fol- 
lowing: 53 percent of the respondents 
have used products labeled “artificial- 
ly sweetened”; 27 percent, “dietetic”; 
45 percent, “low. calorie’; 36 percent, 
“lower in calories”; 35 percent, “sugar 
free”; 10 percent, “diabetic”; 16 per- 
cent, “salt restricted”. (Exh. P-1151, 
d-1, Q. 43 (HEF 441)). 

16. The FDA survey reports the fol- 
lowing: Of those who used the prod- 
ucts labeled as described in the preced- 
ing finding, 55 percent used the prod- 
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ucts labeled “artificially sweetened’ 
on their own initiative; 25 percent did 
so with products labeled “dietetic”; 45 
percent, “low calorie’; 36 percent, 
“lower in calories’; 33 percent, “sugar 
free’; 4 percent, “diabetic”; 5 percent, 
“salt restricted” (Exh. P-1151, d-2, Q. 
44 (HEF 442)). 

17. The FDA survey reported the 
following: 66 percent of the respon- 
dents understood that a food with the 
label statement “for calorie restricted 
diets” was intended for use in a reduc- 
ing diet and 8 percent, for use in a dia- 
betic diet; 22 percent understood the 
label statement “dietetic” as intended 
for people on a reducing diet and 28 
percent, for people on a diabetic diet; 
36 percent understood the label state- 
ment “diet” to mean that the food was 
of value in a weight reducing diet and 
9 percent, as intended for use by dia- 
betics (Exh. P-1151, d-5, Q. 50-52 
(HEF 444)). 


18. The great variety of labels, label- 
ing, promotional material, and adver- 
tising for foods offered for special di- 
etary uses because of their reduced ca- 
loric or carbohydrate content in the 
United States tends to confuse and 
mislead (WD-G-Ricketis, Q. and A. 
73-80; WD-G-Iverson, Q. and A. 30-38, 
42-47, 52-61, 68 (HEF 445)). 

19. There is no uniformity to the la- 
beling information or the descriptive 
phrases used to indicate that a food is 
of value in a calorie or carbohydrate 
restricted diet (WD-G-Moses, pp. 39- 
40, 50-128 (HEF 446)). 

20. The label statement “low. calorie” 
appears on the following labels: Exhs. 
P-794, P-800-802, P-807, P-809, P-812, 
P-814, P-829, P-832, P-837-844, P-856, 
P-872, P-916, P-918-920, P-930-934, P- 
936-943, P-945-949, P-955-957, P-960, 
P-962-964, P-972, P-975, P-991, P-993, 
P-1003, P-1009; WD-G-Moses, pp. 50- 
51; “lower in calories”, Exhs. P-774, P- 
776, P-777, P-906, P-929, P-971, P-990; 
WD-G-Moses, p. 63; “low in carbohy- 
drate,” “no available carbohydrate,” 
“starch free,” P-1038-1039, P-803, P- 
805, P-806, P-815, P-850, P-851, P-854, 
P-955, P-965, P-985, P-987, P-1018; 
WD-G-Moses, p. 71; representations 
that sugar was absent, such as, “for 
sugar restricted diets,” ‘sugarless,” 
“sugar free,” “no added sugar,” “pre- 
pared without sugar,” Exhs. P-773- 
774, P-776, P-778, P-779, P-780-781, P- 
783-798, P-804, P-816, P-818-820, P- 
824, P-828, P-834-837, P-839-842, P- 
844, P-846-847, P-849-855, P-857-863, 
P-870, P-883-884, P-906, P-908, P-917- 
918, P-920-930, P-947, P-949-950, P- 
954, P-959, P-972-974, P-983, P-987- 
988, P-992, P-1015, P-1017-1018; WD- 
G-Moses, pp. 84-85; “low fat,” “lower 
in fat,” Exhs. P-€92, P-898, P-966, P- 
968-969, P-971-972, P-1002, P-1017; 
WD-G-Moses, pp. 92-93; “dietetic,” 
Exhs. P-771-772, P-777-790, P-794- 


FEDERAL REGISTER VOL. 43, NO, 185—FRIDAY, SEPTEMBER 22, 1978 





43256 


797, P-803, P-805-806, P-808, P-811, P- 
813, P-815, P-817-818, P-823, P-825, P- 
834-835, P-842, P-845, P-847, P-849- 
854, P-857-862, P-870, P-888, P-897, P- 
906, P-916-917, P-919-920, P-922, P- 
924-928, P-954, P-974, P-983, P-987; 
WD-G-Moses, pp. 101-102; “diet,” 
Exhs. P-767-768, P-823, P-827, P-846, 
P-895, P-898, P-909-915, P-929-930, P- 
932, P-935-936, P-939-940, P-949, P- 
959-960, P-982, P-992, P-995-996, P- 
998; WD-G-Moses, p. 102; “artificially 
sweetened,” Exhs. P-775-776, P-807, 
P-809-810, P-812, P-814, P-816-817, P- 
819-822, P-824, P-827-828, P-830, P- 
833-841, P-843-844, P-847, P-855-856, 
P-866-867, P-872, P-932, P-934-936, P- 
939, P-946-950, P-955-957, P-959-964, 
P-972-974, P-$88, P-1003, P-1015, P- 
1017-1021; WD-G-Moses, p. 125; “‘dia- 
betic,” ‘diabetes,” ‘for ,diabetics,” 
Exhs. P-816, P-819-822, P-826, P-873- 
881, P-883-888, P-894, P-1017; WD-G- 
Moses, p. 147; “special formula” bread, 
etc., Exhs. P-896, P-901-902, P-997, P- 
999-1001, P-1012; WD-G-Moses, p. 114 
(HEF 447)). 

21. The great variety and multiplic- 
ity of label designations for foods of- 
fered for special dietary use because of 
their reduced caloric or carbohydrate 
content has an adverse effect upon the 
purchasers’ understanding of those 
products, and the potential for misun- 
derstanding and error in perception in- 
creases as the number of such designa- 
tions increases with respect to the 
ability of the purchaser to intelligent- 
ly choose among such foods (WD-G- 
Swanson, Q. and A. 19 (HEF 448)). 

22. As of 1970 the different methods 
used on the various labels, to express 
the amounts of protein, fat, and avail- 
able carbohydrates present in the 
product, were in terms which were dif- 
ficult to understand (WD-G-Moses, Q. 
and A. 34-37; WD-G-Iverson, Q. and 
A. 66, Exhs. P-640, P-641, P-647, P- 
688, P-767-847, P-849-868, P-870-1021, 
P-1035-1039, P-1042-1044, P-1090- 
1102, P-1104-1111). 
449, the Commissioner accepts the 
Hearing Examiner’s findings as of 
1970 because the subsequent institu- 
tion of a requirement for nutrition la- 
beling alleviated these difficulties.) 

23. As of 1970, relatively few labels 
of foods offered as reduced in calories 
or carbohydrates provide information 
whereby the reduction in calories or 
carbohyadrates can be measured or 
evaluated by purchasers. Frequently, 
when both nutritive and nonnutritive 
sweeteners are used in a food for spe- 
cial dietary use, the presence of the 
nutritive sweeteners and the propor- 
tion of the food which is comprised of 
nutritive substances is not made ap- 
parent (WD-G-Mosses, Q. and A. 34-37, 
56, 219-221; Exhs. P-640, P-641, P-647, 
P-688, P-690-698, P-767-847, P-849- 
869, P-870-1021, P-1035-1039, P-1042- 
1044, P-1090-1102, P-1104-1111; WD- 
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(Based cn HEF . 
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G-Moses, pp. 131-134). (Based on HEF 
455, the Commissioner accepts the 
Hearing Examiner’s finding as of 1970 
because the subsequent institution of 


.@ requirement for nutrition labeling 


alleviated these difficulties.) 

24. Regulations of the Food and 
Drug Administration in effect in 1970 
with respect to foods offered for the 
reduction or maintenance of body 
weight do not require label informa- 
tion sufficient to inform as to the 
number of calories that will be ob- 
tained through ingestion of an ordi- 
nary serving of the food (WD-53- 
Mayer, pp. 46-48; WD-G-Iversen, p. 
18). (Based on HEF 456, the Commis- 
sioner accepts the Hearing Examiner’s 
finding as of 1970 because the subse- 
quent institution of a requirement for 
nutrition labeling alleviated these dif- 
ficulties.) 

25. Regulations of the Food and 
Drug Administration presently in 
effect governing goods offered for 
weight reduction or maintenance do 
not require label information which 
fully informs consumers as to the 
value of the food for special dietary 
use in that the regulations do not re- 
quire the label to compare the number 
of calories contained in a reduced calo- 
rie food with the number of calories in 
the same food as ordinarily consumed 
(WD-G-Moses, pp. 31, 32; WD-53- 
Mayer, p. 48; WD-G-Levine, pp. 18-19, 
25-26; WD-G-Ricketts, p. 10 (HEF 
457)). 

26. It is necessary to make an intelli- 
gent evaluation of the value of a food 
offered for special dietary use to in- 
crease, reduce or maintain body 
weight, or for the diets of diabetics, to 
know the amount of protein, fat, car- 
bohydrates and calories contained in a 
serving of the food (WD-G-Levine, Q. 
and A. 28-32, 65, 68, 70; WD-G-Rick- 
etts, Q. and A. 21-24, 26, 27, 97; WD- 
G-Ross, Q. and A. 69; WD-G-Iverson, 
Q. and A. 65, 66 (HEF 458)). 

27. Amounts of protein, fat, and 
available carbohydrates are customar- 
ily expressed in grams (WD-G-Rick- 
etts, Q. and A. 30; WD-G-Levine, Q. 
and A. 71 (HEF 459)). 8 

28. Caloric content, in order fully to 
inform consumers, should be ex- 
pressed in terms of an amount which 
constitutes an ordinary serving of the 
food (WD-G-Moses, pp. 19-20; WD- 
53-Mayer, pp. 46-48; WD-G-Levine, Q. 
and A. 73, 74; WD-G-Swanson, Q. and 
A. 49; WD-G-Ricketts, Q. and A. 31- 
33; WD-G-Ross, Q. and A. 69-71; WD- 
G-Iversen, Q. and A. 65, 66; (HEF 
460)). 

29. The phrase “for calorie restricted 
diets” is not necessary in order fully to 
inform consumers of the value of a 
food which purports to be or is repre- 
sented as being for special dietary use 
by reason of being low or lower in 
calories (Mayer, Tr. 28, 912-913; Swan- 


son, Tr. 22,905-906; WD-49-Hirsch, p. 
20, Tr. 30,302). 


LABEL INFORMATION ON FABRICATION OR 
ALTERATION TO LOWER CALORIE 
CONTENT 


30. Artificial sweeteners used to 
sweeten foods may be nutritive, non- 
nutritive or a combination of these. A 
diabetic or a person seeking to reduce 
or maintain his body weight must 
know the nature of the sweeteners 
used in the food to properly plan a 
diet. It is necessary that some designa- 
tion such as “artifically sweetened” be 
used on the food’s label to call atten- 
tion to the presence of such sweeten- 
ers, and whether the artificial sweet- 
ener is nutritive or - nonnutritive 
should be displayed. If the name of 
the artificial sweetener is used on the 
label, it is necessary and appropriate 
that the fact that it is nonnutritive be 
stated (WD-G-Levine, Q. and A. 87; 
WD-G-Ricketts, Q. and A. 40, 46, 58- 
60; WD-G-Ross, Q. and A. 79-82; (HEF 
463)). 

31. It will further the purpose of 
fully informing the purchaser as to 
the value of a food offered for special 
dietary use in which an artificial 
sweetener has been used to require 
that the label carry a statement com- 
paring the caloric content of a speci- 
fied serving of such food with an 
equivalent serving of the same food 
made with an amount of ordinary 
sugar which would produce sweetness 
equal to that produced by the use of 
the artificial sweetener (WD-G-Rick- 
etts, Q. and A. 47, 28; WD-G-Levine, 
Q. and A. 90,91). (Based on HEF 467, 
the Commissioner does not accept this 
finding insofar as it relates to the la- 
beling of low calorie foods.) 

32. One gram of saccharin or of a 
saccharin salt is equivalent in sweet- 
ness to 300 grams of sugar (WD-G- 
Blomquist, Q. and A. 6-11; (HEF 468)). 

33. Sweetness is an important com- 
ponent of palatability. Nonnutritive 
sweeteners provide the sensation of 
sweetness without adding calories 
(WD-53-Mayer, pp. 43-44; Sebrell, Tr. 
26147; WD-G-Levine, pp. 9, 17, Tr. 
22337; WD-G-Ricketts, p. 7; Iversen, 
Tr. 21844-45; (HEF 469)). 

34. Food constituents, other than ar- 
tificial sweeteners, which are not uti- 
lized in normal metabolism @s a source 
of calories, are also useful as ingredi- 
ents in foods for special dietary uses 
(WD-G-Ricketts, Q. and A. 61; WD-G-. 
Ross, @. and A. 87; (HEF 487)). 

35. Such constituents include fibrous 


. plant matter, commonly called “crude 


fiber.” This material is not assimilated 
by the body (WD-G-Ricketts, Q. and 
A. 62-64; WD-G-Levine, Q. and A. 113- 
119; (HEF 488)). 

36. Where a food that contains one 
or more of such constituents is offered 
for special dietary use for reduction or 
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maintenance of body weight or the 
regulation of carbohydrate intake, it is 
necessary for the purpose of fully in- 
forming purchasers as to the value of 
the food, that the label state the per- 
cent by weight of such ingredients and 
whether they are nutritive or nonnu- 
tritive. The label should also bear a 
statement of comparison between the 
calorie content of a specified serving 
of such food and an equivalent serving 
of the same food which does not con- 
tain such constituents, or with a food 
without the fabrication or alteration 
(WD-G-Ricketts, Q. and A. 65; WD-G- 
Levine, @. and A. 121-122, 127; WD-G- 
Ross, Q. and A. 88). (Based on HEF 
489, the Commissioner has accepted 
the finding with the addition of the 
final clause in the last sentence in 
order to take account of the alterna- 
tive means of making the comparison 
permitted under the stayed regula- 
tions and the regulation in the tenta- 
tive order. In addition, he has not ac- 
cepted the finding that labeling about 
non-nutritive constituents is necessary 
in order to inform persons with intes- 
tinal disorders; the listing of the con- 
stituent in the statement of ingredi- 
ents would generally be adequate for 
this purpose, and it would not be nec- 
essary solely for this purpose to re- 
quire an additional label statement 
about the presence of nunnutritive 
constituents.) 


REDUCED CALORIE Foons 


37. Many foods for special dietary 
use on the basis that they have been 
reduced in calories or carbohydrates 
are not significantly different from 
the unaltered food (WD-G-Levine, Q. 
and A. 93-38, 136, 222; (HEF 4511)). 

38. Some foods, reduced in calories 
or carbohydrates, are not ordinarily 
eated in large enough amounts to have 
an appreciabie — in the diet al- 
though the reductions are high on a 
percentage bas sis Wi >-G-Levi Q. 
and A. 159-163, THE 483)). 

39. Condiments and seasonings are 
not of caloric importance in the diet. 
They are consumed in small amounts. 
Caloric or carbohydrate re duction in 
such focds would have little effe 
the diet of persons who desire to re 
strict their — carbohydrat 
intake. Even if the p percentage of 
duction is high, it is jo scientific 
reasonable to describe such foods as 
“low calorie’ foods (WD-G-Levine, Q. 
and A. 159-163; WD-G-Ross, 96; WD- 
G-Ricketts, Q. and A. 72; (HEF 466)). 

40. Artificial sweeteners, both nutri- 
tive and nonnutritive, can be useful in 
diets designed for the restriction of ca- 
loric intake and if promoted on this 
basis the caloric reduction resulting 
from the use of the artificial sweeten- 
er should be significantly large (WD- 
G-Ricketts, Q. and A. 34, 35, 49, 50; 
(HEF 470)). 


bE 
Caily 
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41. The caloric significance of a 
given caloric reduction in a food is not 
affected by the manner in which the 
reduction is achieved. Where a food 
for special dietary use if promoted on 
the basis of a reduction in its caloric 
content by a means cther than the use 
of nunnutritive sweeteners, the reduc- 
tion should be significantly large 
(WD-G-Ricketis, Q. and A. 49, 50; 
WD-G-Levine, Q. and A. 128, 129, 164; 
WD-G-Ross, Q. and A. 91; WD-G- 
Iversen, Q. and A. 68; (HEF 471)). 

42. The nutritional significance of a 
given caloric reduction in a food may 
be adverse depending upon the 
manner in which the caloric yosection 
was achieved, for example, where th 
caloric reduction results in elimination 
of protein, vitamins or minerals (WD- 
49-Hirsch, pp. 10-11). 

43. A 50-percent reduction Fequire- 
ment would require some foods which 
are good sources of protein, such as 
dairy products, to reduce not only fat 
and carbohydrate ool itent but protein 
content as well (WD-49-Howard, pp. 
18-20). (Based on HEF 474, the om 
missioner has Hmited the finding to 
“some’”’ foods, since he does not believe 
it would be correct with respect to all 
foods.) 

44. Significantiy more foods can 
achieve a caloric reduction below 59 
percent, and a 50-percent requirement 
is not consistent with the goal of a 
moderate reduction in as many roads 
as possible (WD-53-Maver, pp. 
Mayer, Tr. 28,806; WD- 49-} = 
16; WD-3A-S 23). (EF 
HEF 475, the Commissioner 
accepted the part of finde! 
spect to a 25- -percen ; 
reasc ns given ir 


Orie 


(B 


fy prom 
ducti on 


of 50 percent 
ne, an arbitrar 


t there or mé 
percent. Su} 
quibble very hard abot 
(emphasis added) (Trai 
(HEF 477)). 

47. Dr. Levine stated: 
comes to the selection of 50 percent, 
sure, everything has to be, in a sense 
arbitrary. But let us say you have a 
100-calorie portion of something. If 
this is going to be really useful for re- 
duction of weight it should be around 


50 calories for the same serving, be-_ 
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cause there are certain foods that will 
never be reduced in caloric content’ 
(emphasis added) Transcript 22212. 
And at Transcript 22275-76, he stated 
that he would consider an approxi- 
mate reduction of 40 percent in the ca- 
loric value of pudding to be significant 
(HEF 478). 

48. There was no more agreement on 
& single percentage figure among the 
expert witnesses who testified on 
behalf of the opponents whose esti- 
mates ranged from 10 percent, WD- 
49-Hisenstein, p. 16, Transcript rer 
to 25 percent, WD-49-Graham, p. 16; 
WD-4S8-Hirsch, p. 18; WD-3A-Darby. 
p. 6; WD-53-Mayer, p. 49, Transcript 
28796; to from 25 to 30 percent, Stare, 
Transcript 29197-98; to 33 percent, 
WD-49-Oison, p. 21; (HEF 479)). 

49. A &0-percent minimum require- 
ment may operate to:encourage the 
use of “fillers” in situations where 
products narrowly fall short of meet- 


ing the percentage (WD-49-Hirsch, p. 
15; (HEF 480)). 
50. The hearing ex 
pears that the sclee 
mum percentage sen 


ire 
ur 
zlue as signific 


iner stated: “It 
tion of a ag 
of reduction in 
caloric Vv = for hie ies 
pose of justifying ti omotion of a 
food for specia die ae use on the 
basis of such art ‘tion, is necessarily 
tinged with some ar Lanier Under 
the circumstances n the ligh ht of 
the evidence, I am 

gest that the fi 

reasonable, we 


imiar food as 
and consumed (WD- 
and A 67: WD-G- 
156; WD-G-Ross, 
aA ‘90: (HEF "482)), 


Low CALORIE Foops 


52. In spite of the wide usage cf the 
term “low in calories” in the labeling 
of foods for special dietary use in re- 
ducing or maintaining body weight, 
there is no common standard to deter- 
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mine when a2 food is “low in calories” 
(WD-G-Moses, Q. and A. 60, 62, 75-89; 
WD-G-Iversen, Q. and A. 67; e.g., 81- 
140 calories per serving, Exhs. P-1031- 
10-34; 40-130 calories per serving, 
Exhs. P-801, P-807, P-812, P-814, P- 
856, P-940, P-941, P-943, P-945, P-946, 
P-947, P-949, P-956, P-972, P-991, P- 
1003, P-1009; (HEF 454)). 

53. A food for special dietary use 
which is promoted on the basis that it 
is a “low calorie” food should, in order 
to fully inform a purchaser as to its 
value, be required to meet a caloric 
standard designating a food as a “low 
calorie”. food (WD-G-Levine, Q. and 
A. 142-145: WD-G-Ricketts, Q. and A. 
81; (HEF 483)). > 

54. The dispute concerning the 
standard for “low calorie’ was less 
sharp than that involving the signifi- 
cance of caloric reduction. Drs. Rick- 
etts, Levine, and Ross stated that a 
serving of such a food should not 
exceed 15 to 25 calories and that the 
total contribution to a day’s diet 
should not exceed 50 calories (WD-G- 
Ricketts, Q@. and A. 81, 82; WD-G- 
Levine, Q@. and A. 139, 140; WD-G- 
Ross, Q. and A. (HEF 424)). 

55. Dr. Mayer was of the opinion 
that the definition should include 
foods ranging from 25 to 75 calories 
(WD-53-Mayer, 54-55; (HEF 485)). 

56. The hearing examiner stated: 
“As in ‘significant reduction’ fixing a 
standard for qualification of a food as 
‘low calorie’ is more or less arbitrary in 
nature. In view of the evidence it is 
suggested that a fair figure would be 
not more than 25 kilocalories per serv- 
ing with a daily ceiling of 65 calories.” 
(For the reasons given in the state- 
ment of reasons, the Commissioner 
has not accepted the part of the find- 
ings relating to the particular figure 
that should be set.) 

57. Caloric density, that is, the ratio 
of calories to weight, varies among 
foods (P-719). 

58. Government and opponenf wit: 
nesses testified that caloric density 
should be considered in determining 
the special dietary value of a food as a 
low calorie food (Darby, Traanscript 
26,305, 26,309, 26.313; WD-G-Ricketis, 
p. 15; Levine, Transcript 22,353-54, 
22,239). 

59. The ratio of calories to gram of 
sugar is approximately 4:1, that is, 4 
calories to a gram (P-719, p. 73). 

60. Sugar, as pure carbohydrate, is a 
calorically dense food (Levine, 22,353- 
54, 22,239). 

61. Those soups, juices, fruits, and 
vegetables which contain less than 65 
calories in an ordinary serving contain 
a ratio of calories to grams of from 1:2 
to 1:20, that is, one-half to one-twenti- 
eth of a calorie per gram, and most 
contain one-third to one-sixth of a 
calorie per gram (P-719, pp. 66-69, 47- 
49, 39-46, 77-86). 


RULES AND REGULATIONS 


62. Soups, juices, fruits, and vegeta- 
bles containing less than 65 calories in 
an ordinary serving are from one- 
eighth to one-cightieth. as calorically 
dense as sugar, and most are from one- 
twelfth to one twenty-fourth as calori- 
cally dense as sugar. 

63. The caloric densities of soups, 
juices, fruits, and vegetables are 
among the lowest of all foods eaten in 
the United States (P-719). 

63a. Based on the foregoing, the 
Commissioner finds that a 40 calorie 
per serving maximum, in conjunction 
with a caloric density reauirement of 
0.4 calories per gram, is a reasonable 
requirement, and he further finds that 
together these requirements are ap- 
propriate and encompass a number of 
foods that are distinctly low in calories 
and that will not be consumed in 
excess due to small serving sizes. 

64. There is no justifiable reason for 
restricting the term “low calorie’ on 
tha basis of average total daily intake 
of the food since the overall nutrition- 
al contribution of the food must be 
considered in dietary planning (WD- 
3A-Darby, p. 6). 


FinDINGS OF Fact RELEVANT TO $105.67 
OF FINAL ORDER 


65. There were approximately 2.3 
million “diabetics” in the United 
States in 1970. The median ages were 
60.2 years for males and 61.8 years for 
females. Two-thirds ‘of all diabetics 
were over 55 years of age. Diabetics 
who were under age 25 comprised 5 
percent of the total. Undetected cases 
of this disease may have amounted to 
approximately 2 percent of the popu- 
lation in addition. Persons suffering 
from diabetes mellitus afte known as 
“diabetics” (Exh. P-1082, pp. 3-4; WD- 
G-Levine, Q. and A. 171). (Based on 
HEF 490, the Commissioner accepts 
the statistical findings as valid as at 
the time of the hearing.) , 

66. There are no regulations present- 
ly having specific reference to foods 
for use in the diets of diabetics (WD- 
G-Moses, Q. and A. 72, pv. 39 (HEF 
491)). 

67. The stayed regulations, which 
are the subject of the public hearing 
herein, published in December 1966; 
H.E. Exh. No. 3, includes $125.6 (a), 
(b), (c), and (d) which regulates label 
statements for foods represented for 
the special dietary use of diabetics 
(HEF 492). 

68. On June 6, 1969 during the 
course of the public hearing; the Chief 
of the Food Case Branch; Division of 
Case Guidance, Bureau of Regulatory 
Compliance of the FDA offered testi- 
mony suggesting the elimination of 
stayed §125.6 (WD-G-Moses p. 41 
(HEF 493)). 

69. Such elimination was suggested 
because “at the time stayed § 125.6 was 
drafted, I thought it might be advis- 


able to require a clear and direct decla- 
ration when a food was intended for 
use in diabetic diets, since this might 
be less likely to mislead consumers 
than the many indefinite descriptive 
terms now being used on such foods. 
Since that time, however, further ex- 
perience has caused me to reconsider— 
I am informed that usually the diet of 
diabetics must be restricted in calories 
as well as in readily assimilated sugar 
and carbohydrates. The information 
needed by diabetics to control their 
intake of calories is required by stayed 
§ 125.5. I therefore do not believe 
stayed § 125.6 is necessary” (WD-G- 
Moses, pp. 40-41 (HEF 494)). 

70. The diets recommended for dia- 
betics are not identical to diets recom- 
mended for weight reduction or 
weight control (WD-49-Shuman, p. 2; 
WD-49-Graham, p. 13; WD-49- 
Marble, pv. 2; WD-98-Bondy, p.3; 
Steinke, Transcript 30551; WD-G- 
Ricketts, Q. and A. 87; WD-G-Levine, 
Q. and A. 187; WD-G-Ross, Q. and A. 
80-82; (HEF 495)). — 

71. The carbohydrate intake recom- 
mended for diabetics depends on many 
factors, including the ratio of fat to 
protein in the food consumed. Caloric 
reduction per se has greater signifi- 
cance in diets for weight reduction or 
weight control than in the diets of dia- 
betics. Many persons with diabetes are 
of normal weight, or even under- 
weight, and do not need low calorie 
diets. If a diabetic is not overweight, 
his diet is not the same as that of an 
overweight person (WD-49-Kagan, p. 
22, Transcript 30611; WD-49-Shuman, 
p. 2; WD-49-Marble, p. 2; WD-49- 
Hirsch, p. 23; Steinke, Transcript 
30554-55). (Based on HEF 496, the 
Commissioner has not accepted the 
part of the findings reiating to the 
nature of the dietary needs of diabet- 
ics for the reasons given in the State- 
mant of Reasons.) 

72. Diabetics are sophisticated in 
their choice of foods and the label 
statement “for the diets of diabetics” 
as the means of identification of foods 
intended for such use would be benefi- 
cial and assist in fully informing such 
purchasers as to the value of the foods 
(Bondy, Transcript 30073-74; WD-49- 
Gitter, p. 22; Steinke, Transcript 
30555-56 (HEF 497)). 


CONCLUSIONS OF LAW 
A. With respect to § 105.66 label 


‘statements relating to usefulness in 


maintaining or reducing caloric intake 
or body weight: 

The Commissioner concludes, based 
on the statement of reasons, in con- 
junction with the findings of fact 
herein published, that: 

1. It is reasonable and necessary, to 
folly inform purchasers of the value of 
foods for special dietary uses, to re- 
quire that the labels of any food that 
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purports to be or is represented as 
useful in maintaining or reducing calo- 
ric intake or body weight bear label 
statements as required by $105.66 as 
‘set forth in the order. 

2. It is reasonable and necessary to 
prevent purchasers of special dietary 
foods for use in maintaining or reduc- 
ing caloric intake or body weight from 
being misled about foods which are 
not of special dietary usefulness for 
such purpose to restrict the use of 
label statements, and/or to require 
certain disclosures on foads that are 
not of such special dietary usefulness 
as required by § 105.66 as set forth in 
the order. 

B. With respect to §105.67 label 
statements relating to focd for use in 
the diet of diabetics: 

The Commissioner concludes, based 
on the statement of reasons, in con- 
junction with the findings of fact 
herein published, that: 

1. It is reasonable and necessary, to 
fully inform purchasers of the value of 
foods for special dietary uses, to re- 
quire that the labels of any food that 
purports to be or is represented for 
use in the diet of diabetics bear the 
label statements as required by 
§ 105.67 as set forth in the order. 

2. It is reasonable and necessry to 
prevent purchasers of special dietary 
foods for use in the diet of diabetics 
from being misled about foods that are 
not of special dietary usefulness for 
such purpose to restrict the use of 
label statements as required by 
§ 105.67 as set forth in the order. 

. Under § 25.1(f)(12) (21 CFR 25.1(f) 

(12)), the Commissioner has deter- 

mined that this action will have no 

significant effect on the environment. 

No environmental impact statement is 
* required. . 


FINAL ORDER 


Therefore, on the basis of the fore- 
going statement or reasons, findings of 
fact, conclusions of law drawn there- 
from and the record of the above pro- 
ceeding and under the Federal Food, 
Drug, and Cosmetic Act (Sec. 201(n), 
403 (a) and (j), 701 (a) and (e), 52 Stat. 
1041 as amended, 1047-1048 as amend- 
ed, 1055, 70 Stat. 919 as amended (21 
U.S.C. 321(n), 343 (a) and (j), 371 (a) 
and (e))) and under the authority dele- 
gated to the Commissioner (21 CFR 
5.1): Zé is ordered, That: . 

1. The stay of the effective date of 
§§ 125.5 and 125.6 (now 105.67) as pro- 
mulgated in the FEDERAL REGISTER of 
December 14, 1966 (31 FR 15730), be 
ended and that these provisions be re- 
designated as §§ 105.66 and 105.67, re- 
spectively, and revised to read as fol- 
lows: 
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§ 105.66 Label statements relating to use- 
fulness in reducing or maintaining ca- 
loric intake er body weight. 


(a) General requirements. Any food 
that purports to be or is represented 
for special dietary use because of use- 
fulness in maintaining or reducing ca- 
loric intake or body weight, including, 
but not limited to, any food that bears 
representations that it is low or re- 
duced in calories, shall bear: 

(1) Nutrition labeling in conformity 
with §101.9 of this chapter, unless 
exempt under that section; and 

(2) The labeling provided for in 
paragraph (c) or (d) of this section, or 
a conspicuous statement of the basis 
upon which the food claims to be of 
special dietary usefulness. 

(b) Nonnutritive ingredients. (1) 
Any food subject to paragraph (a) of 
this section that achieves its special di- 
etary usefulness by use of a nonnutri- 
tive ingredient (i.e., one not utilized in 
normal metabolism) shall bear on its 
label a statement that it contains a 
nonnutritive ingredient and the per- 
centage by weight of the nonnutritive 
ingredient. 

(2) A special dietary food may con- 
tain a nonnutritive sweetener or other 
ingredient only if the ingredient is 
safe for use in the food under the ap- 
plicable law and regulations of this 
chapter. Any food that achieves its 
special dietary usefulness in reducing 
or maintaining caloric intake or body 
weight through the use of a nonnutri- 
tive sweetener shall bear on its label 
the statement required by paragraph 
(b)(1) of this section, but need not 
state the percentage by weight of the 
nonnutritive sweetener. If a nutritive 
sweetener(s) as well as nonnutritive 


, Sweetener(s) is added, the statement 


shall indicate the presence 
type of sweeteners, e.g., “Sweetened 
with nutritive sweetener(s) and non- 
nutritive sweetener(s).” 

(c) “Low calcrie” foods. (1) A food 
may purport to be or be represented as 
“Jow calorie” only if: 

(i) A serving of the food supplies no 
more than 40 calories, an 

(ii) The food does not provide more 
than 0.4 calorie per gram, as con- 
sumed, or is a sugar substitute, and 

(iii) The food bears on its principal 
display panel the term “low calorie,” 
“low in calories,” or “a low’ calorie 
food” in type size no smaller than one- 
half of the largest type size used on 
the label to represent, suggest, or 
imply special dietary usefulness, or 
type size “ie inch in height, whichever 
is larger. 5 

(2) Foods that are low calorie within 
the meaning of paragraph (c)(1) of 
this section, as naturally occurring, 


of both 





43259 


without having any fabrication or al- 
teration, may be labeled as a low calo- 
rie food, e.g., “celery, a low calorie 
food.” They may not be labeled with 
the term “low calorie” immediately 
preceding the name of the food be- 
cause such terminology would imply 
that the food has been altered to 
lower its calories with respect to other 
foods of the same type. 

(da) “Reduced calorie” foods, and 
other comparative claims. (1) A food 
may be labeled as ‘‘reduced calorie,” or 
with other terms representing or sug- 
gesting special dietary usefulness on 
the basis of a fabrication or alteration 
that makes the fcod lower in calories 
than a food it can substitute for in the 
diet only if: 

(i) A comparison of the calorie con- 
tent of a specified serving of the food 
with the calorie content of an equiva- 
lent serving of the same food without 
the fabrication or alteration of special 
dietary significance reveals a calorie 
reduction of at least one-third; 

Gi) The food bears on its label a 
statement that clearly and concisely 
describes the comparison upon which 
the claim of special dietary usefulness 
is made. The statement shall either 
identify a specific food having at least 
one and a half times as many calories 
per serving for which the food can 
substitute, or indicate that the claim 
of special dietary usefulness is based 
on a comparison with the same food 
without the fabrication or alteration 
of special dietary significance. The 
statement shall also include a com- 
parison between the calorie content of 
a specified serving of the food and an 
equivalent serving of the food it sub- 
stitutes for, or the same food without 
the fabrication or alteration of special 
dietary significance, and 

(iii) The food is not nutritionally in- 
ferior, under the criteria set forth in 
§101.3(e) of this chapter, to the food 
for which it substitutes or the same 
food without the fabrication or alter- 
ation of special dietary significance. 

(2)4) Any food subject to this para- 
graph (d) that is-similar in alli its or- 
ganoleptic properties to the food it is 
represented as substituting for, or to 
the food without the fabrication or al- 
teration of special dietary significance, 
shall be labeled as ‘‘reduced calorie,” 
“reduced in calories,” or 
calorie food.” 

di) Any food subject to this para- 
graph (d) that does not resemble in all 
its organoleptic properties the specific 
food for which it substitutes, e.g., 
canned pears packed in unsweetened 
water, in comparison with pears in 
heavy syrup, may be labeled with ap- 
propriate terms to indicate its dietary 
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usefulness, but in immediate proxim- 
ity such labeling shall indicate materi- 
al differences in organoleptic proper- 
ties between it and the food to which 
it is compared. The food shall not bear 
terms in juxtaposition with its name 
or in the labeling that represent or 
suggest that the food is essentially the 
same as the other food in all its organ- 
oleptic properties except for a reduc- 
tion in calories. 

(3) It may not be technologically 
feasible to manufacture a “reduced 
calorie” food under the criteria set 
forth in this paragraph for all foods 
that are significant dietary sources of 
calories and for which it would be 
useful to those on calorie-restricted 
diets to have a reduced calorie substi- 
tute. Accordingly, the Commissioner 
may establish by regulation acceptable 
alternative criteria for a “reduced 
calorie” food, in a regulation issued 
pursuant to section 401 of the act es- 
tablishing a standard of identity for 
the food, in a regulation in part 102 of 
this chapter establishing a common or 
usual name for the food, in an amend- 
ment to this section, or in a regulation 
issued pursuant to sections 201(n) and 
403(a) of the act. A petition requesting 
such a regulation shall be submitted 
to the hearing clerk in the form estab- 
lished by part 10 of this chapter. 
Under no circumstances will a food be 
permitted to be labeled as “reduced 
calorie’ unless (i) the petition demon- 
strates that it is not feasible to atiain 
a greater caloric reduction than that 
for which approval is sought and (ii) 
the petition demonstrates that the use 
of the food, with the caloric reduction 
attained, will result in a significant re- 
duction in calories in the diet and be 
useful to those on weight control pro- 
grams. 


(e) Label terms suggesting usefulness 
as low calorie or reduced calorie foods. 
(1) Except as provided in paragraph 
(e) (2) and (3) of this section, 2 food 
may be labeled with terms such as 
“diet,” “dietetic,” “artificially sweet- 
ened,” “sweetened with nonnutritive 
sweetener,” or other such terms repre- 
senting or suggesting that the food is 
low calorie or reduced calorie or that 
the food may make a comparative 
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claim of special dietary usefulness, 
only if: The food is labeled “low caio- 
rie” or “reduced calorie” or bears a 
comparative claim of special dietary 
usefulness in compliance with para- 
graph (c) or (d) of this section. 

(2) Paragraph (e)(1) of this section 
shall not apply to any use of such 
terms that is specifically authorized 
by a regulation governing a particular 
food, or, unless otherwise restricted by 
regulation, to any use of the term 
“diet,” which clearly shows that the 
food is offered solely for dietary use(s) 
other than regulating caloric intake or 
body weight, e.g., “for low-sodium 
diets.” 

(3) Paragraph (e)(1) of this section 
shall not apply to any use of such 
terms on a formulated meal replace- 
ment, low calorie meal, or other food 
that is represented to be of special di- 
etary use as a whole meal, pending the 
issuance of a regulation governing the 
use of such terms on such foods. 

(f) Use of terms such as “sugar free,” 
“sugarless,” “no sugar,” eic. (1) Con- 
sumers may. reasonably be expected to 
regard terms that represent that the 
food contains no sugars or sweeteners, 
e.g., “sugar free,” “sugarless,” “no 
sugar,” as indicating a product which 
is low in calories or significantly re- 
duced in calories. Consequentiy, 
except as provided in paragraph (f)(2) 
of this section, a food may not be la- 
beled with such terms unless: 

(i) It is labeled “low calorie” or “‘re- 
duced calorie” or bears a comparative 
claim of special dietary usefulness la- 
beled in compliance with paragraph 
(c) or (cd) of this section, or 

Gi Such term is immediately accom- 
panied, each time it is used, by the 
statement “Not a reduced calorie 
food,” “Not a low calorie food,’’‘Not 
for weight control,” “Useful only in 
not promoting tooth decay,” or other 
term indicating that the sole special 
usefulness of the food is for a specified 
purpose other than weight control. 


(2) Paragraph (f)(1) of this section 
shall not apply to a factual statement 
that a food is unsweetened or contains 
no added sweeteners in the case of a 
food that contains apparent substan- 


_ tial inherent sugar content, e.g., juices. 


§ 105.67 Label statement relating to food 
for use in the diet of diabetics. 


(a) A food that purports to be repre- 
sented for special dietary use because 
of usefulness in the diet of diabetics 
shall bear nutrition labeling in compli- 
ance with §101.9 of this chapter, 
unless exempt under that section, and 
the statement “Diabetics: This prod- 
uct may be useful in your diet on the 
advice of a physician. This food is not 
a reduced calorie food.” If the food is 
useful in maintaining or reducing calo- 
rie intake or body weight and labeled 
in conformity with § 105.66, the last 
sentence may be eliminated. 

(b) A food shall not be represented 
to be useful in the diets of diabetics if 
— representation is false or mislead- 

g. 

(c) The term “diabetic,” “for diabet- 
ics,” “diabetes,” or the like, shall not 
be included as part of the name of any 
food, or otherwise be included on the 
labeling more prominently than the 
statement required by paragraph (a) 
of this section. 

(d) The term “dietetic,” ‘diet,“ or 
the like, shali not be included in the 
labeling of a food solely because of its 
possible usefulness in the diet of dia- 
betics. 

(e) A food shall not purport to be or 
be represented for special dietary use 
because of usefulness in the diet of di- 
abetics solely by virtue of its being a 
food useful in reducing or maintaining 
caloric intake or body weight. 


§ 105.79 [Revoked] 


2. Section 105.79 Nonnutritive con; 
stituents is revoked. 

Effective date. Compliance with this 
final regulation, including any re- 
quired labeling change, may begin 
September 22, 1978; all products ini- 
tially introduced into interstate com- 
merce on or after July 1, 1979, shall 
fully comply. : 
(Secs. 403, 701, 52 Stat. 1047-1048 as amend- 
ed, 1055-1056 as amended (21 U.S.C. 343, 
371).) 


Dated: September 15, 1978. 
SHERWIN GARDNER, 


Acting Commissioner of 
Food and Drugs. 


{FR Doc. 78-26623 Filed 9-21-78; 8:45 am] 
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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


Foed and Drug Administration 


[21 CFR Part 105] 
(Docket No. 78P-0207] 


SPECIAL DIETARY FOODS LABEL STATEMENTS; 
MISLEADING STATEMENT 


Reduced Calorie Labeling for Bread 


AGENCY: Food and Drug Administra- 
tion. 


ACTION: Proposed rule. 


SUMMARY: In response to a petition, 
the Commissioner is issuing a pro- 
posed rule which would permit bread 
to bear ‘reduced calorie’ labeling if 
the bread has a 25-percent reduction 
in calories. Under a final order pub- 
lished elsewhere in this issue of the 
FEDERAL REGISTER, Other foods are re- 
quired to have a reduciion in calories 
of 33% percent to be labeled “reduced 
calorie.” 


DATES: Comments by November 21, 
1978; tentative effective date; July 1, 
1979. 


ADDRESS: Comments to the Hearing 
Clerk (HF'A-305), Food and Drug Ad- 
ministration, Room 4-65, 5600 Fishers 
Lane, Rockville, Md. 20857. 


FOR FURTHER ~ INFORMATION 
CONTACT: 


Taylor M. Quinn, Bureau of Foods 
(HFF-300), Food and Drug Adminis- 
tration, Department of Health, Edu- 
cation, and Welfare, 200 C Street 
SW., Washington, D.C. 20204, 202- 
245-1243. 


SUPPLEMENTARY INFORMATION: 
Folowing a public hearing, the Com- 
missioner of Food and Drugs has 
issued a final order and regulation, 
published elsewhere in the issue of the 
FEDERAL REGISTER, on label statements 
for special dietary foods for use in re- 
ducing or maintaining body weight 
(§ 105.66 (21 CFR 105.66)). That regu- 
lation establishes, among other things, 
the labeling that shall appear on foods 
that are offered as reduced in calories, 
and it also establishes the size of the 
calcric reduction a food must have in 
order to carry 2 nonmisleading claim. 
Under the regulation, in order for a 
food to be labeled as “reduced calo- 
rie,” it must have a one-third reduc- 
tion in calories compared with a food 
for which it can substitute that does 
not have the fabrication or alteration 
of special dietary significance. The 
regulation also provides that alterna- 
tive criteria may be established by reg- 
ulation to permit “reduced calorie’ 
claims on foods for which it is not 
technologically feasible to achieve a 
one-third reduction. 








PROPOSED RULES 


Before issuing the final order, the 
Commissioner issued a tentative order 
in the FEDERAL REGISTER of July 19, 
1977 (42 FR 37166) and invited the 
submission of exceptions. Some 
these exceptions maintained that 
33%-percent reduction figure was t 
high, and that a lower figure shou 
be set to govern reduced caloric claim: 
in all foods. The Commissioner 
not accepted these exceptions for the 
reasons discussed in the final order 
published elsewhere in this issue of 
the FEDERAL Recister. These excep- 
tions requested that if no change were 
made in the general one-third caloric 
reduction requirement, alternative cri- 
teria be established by regulation to 
permit bread te be labeled as reduced 
in calories if the bread achieved a 25- 
percent reduction cr a 15- to 20-per- 
cent reduction. One exception also 
asked that the exception be treated as 
a petition to establish a separate regu- 
latory provision providing a 25-percent 
minimum caloric reduction for bread. 
This proposal is being published pur- 
suant to that request. 

The petition indicates that, al- 
though it is technologically feasibie to 
make bread with a greater caloric re- 
duction, the food would not be as pal- 
atable and acceptable te consumers. 
The Commissioner particularly invites 
comments from consumers, nutrition- 
ists, and food technologists on this 
matter. The administrative file for 
this proceeding contains the full text 
of the petition. The most pertinent 
parts of the petition are printed below 
with some citations omitted, and edito- 
rial changes to reflect that the docu- 
ment is being treated for this purpose 
as a petition to propose a rule rather 
as an exception to the tentative order 
on special dietary foods. 


Interstate developed its “Light White” 
and “Light Wheat” breads to meet consum- 
er demand for breads with reduced calories 
and higher fiber. It started by producing a 
product very similar in its properties to the 
other reduced calorie/high fiber breads 
presently being marketed. Such breads, and 
the initial Interstate products, have a calo- 
ric content for a two-slice serving of 100 to 
106 Calories. However, such breads do not 
have a desirable taste or appearance com- 
pared to standardized and other convention- 
al breads. Interstate’s researchers described 
their 106 Calorie high fiber product as fol- 
lows: 


* * * the bread was extremely inferior. The 
volume of the bread was slightly reduced; 
dark, coarse, open grain; harsh chewy tex- 
ture; pcor symmetry. Also, the dough did 
not have the tolerance to handling and ma- 
chining, and make-up was much more. diffi- 
cult * **, 


This same poor appearance also generally 
applies to competitive reduced caiorie/high 
fiber breads presently being marketed. Con- 
sequently, Interstate’s. researchers attempt- 
ed different formulations to improve taste, 
texture, and other organoleptic properties 
of its breads. In doing so, it discovered that 
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formulations with a caloric content of 112- 
115 Calories per serving were significantly 
better than those below this range. 


e * * * = 


The basis for this petition is that even if a 
general 25-percent. caloric reduction require- 
ment is not accepted * * *, as Interstate be- 
lieves it should be, a focd such as bread, 
which is a very important component of the 
diet and consumed by most persons several 
times a day, stands in 2 special position. In 
the assessment of usefulness for special di- 
etary purposes, each tyne of feod may be 
separately mined and considered, rather 
than apply a single minimum caloric re- 
duction requ it indiscriminately to all 


foods * * *. Because of the frequency with 
which bread is consumed, a lesser caloric 


even if the same reduction would no 
nificant as to a less frequently c 

food. The special significance of a fre 

ly consumed food like bread is illustrated by 
the following example: Consumption of 
three portions of 25-percent calorie reduced 
bread would previde a greater caloric reduc- 
tion than consumption of two portions of a 
one-third calorie reduced food of an equiv: 
lent caloric content. 

* * * Based on our most conservative as- 
sumption, which required six portions of 25- 
percent calorie reduced foods to achieve the 
desired 1i0-percent reduction in total daily 
caloric intake, the three daily servings of 
bread which many people eat, taken alone, 
would provide 50 percent of this goal. Obvi- 
ously, when the consideration of increased 
exercise and consumption of “low calorie’ 
foods lessens the number of portions of “re- 
duced calorie” foods necessary to reach the 
10-percent total daily caloric reduction goal, 
three servings of bread alone couid fulfill 
this: goal* * *. 

The importance of bread in the daily diet 
of most Americans is hard to overempha- 
size. It is commen knowledge that it is con- 
sumed by many persons at practically every 
meal. Moreover, such consumption at every 
meal is recommended by many nutritionists. 
The bread/cereal group of foods comprises 
one of the four basic food groups from 
which a well-balanced diet containing all es- 
sential nutrients should be composed * * *. 
Bread thus constitutes a substantial portion 
of virtually every American’s diet. 

*** [Tihe the palatability of foods is 
very important to the dieter, and every 
effort should be made to make available for 
weight control purposes the widest variety 
of the most palatable foods. Therefore, the 
data reported in * * * this submission as to 
the superior palatability of Interstate’s 
“Light White” bread is of special signifi- 
cance and is an important justification for 
this petition to establish a special minimum 
caloric reduction requirement for bread. 

his petition also relies on the lack of 
technological feasibility of producing a “‘re- 
duced calorie” bread of acceptable palatabil- 
ity to assure an adequate level’ of consump- 
tion by consumers. Interstate’s experiments 
showing such technological infeasibility are 
reported (in the submission on file with the 
Hearing Clerk). Interstate is prepared to 
demonstrate by evidence based on the re- 
search and development of its “Light 
White” bread the lack of technological fea- 
sibility of producing reduced calorie/high 
fiber bread which is acceptable to the con- 
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sumer and which achieves a 33'-percent ca- 
loric reduction. 


In response to this petition, the 
Commissioner is issuing a proposal to 
permit breads with a one-quarter 
calor- ic reduetion to bear reduced 
calorie claims if the bread otherwise 
complies with the regulations govern- 
ing special dietary foods offered for 
weight control. The tentative effective 
date for this proposed rule is July 1, 
1979, the same date upon which the 
regulation governing label statements 
on special dietary foods offered for 
weight control becomes mandatory. 
This proposed rule would allow addi- 
tional foods to be “reduced calorie” 
claims. If action on the proposal is not 
taken by the July 1, 1979 effective 
date, the Comniissioner does not 
intend to take regulatory action with 
respect to products labeled in accord- 
ance with this proposal until action is 
taken either to issue a finai rule or to 
withdraw the proposal. 

The Commissioner is issuing this 
proposal under the authority in sec- 
tions 201(m) and 403(a) of the Federal 
Food, Drug, and Cosmetic Act (21 
U.S.C. 321(n) and 343(a)) to prohibit 
false and misleading claims. These 
provisions provide adequate authority 
to take the proposed action without 


PROPOSED RULES 


relying on section 403(j) of the act, 
which governs labeling statements on 
special dietary foods. 

Under § 25.1(f£)(12) (21 CFR 
25.1(f)12)), the Commissioner has de- 
termined that this proposed action 
will have no significant effect on the 
environment. No environmental 
impact statement is required. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act.(secs, 201(n), 
403(a), 701(a), 52 Stat. 1041, 1047 as 
amended, 1055 (21 U.S.C. 321(n), 
343(a), 371(a))) and under authority 
delegated to the Commissioner. (21 
CFR 5.1), it is proposed that part 105 
be amended in § 105.66 by adding new 
paragraph (d)(4) to read as follo 


§ 105.66 Label statements relating to use- 
fulness in reducing or maintaining ca- 
loric intake or body weight. 


* * ‘* * 


(d) e#e*¢ 

(4) A bread may bear the iabeling 
provided for in paragraph (d) (1), (2), 
and (3) of this section if it achieves a 
one-quarter caloric reduction, rather 
than the one-third reduction specified 
in paragraph (d)(1) of this section, and 
if it otherwise complies with all the 
provisions of this section, 


= * * . 


Interested persons may, on or before 
November 21, 1978, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857, 
written comments regarding this pro- 
posal, Four copies of all comments 
shall be submitted, except that indi- 
viduals may submit single copies of 
comments, and shall be identified with 
the Wearing Clerk docket number 
found in brackets in the heading of 
this document. Received comments 
may be seen in the above office be- 
tween the hours of 9 a.m. and 4 p.m., 
Monday through Friday. 

In accordance with Executive Order 
12044, the economic effects of this 
proposal have been carefully analyzed, 
and it has been determined that the 
proposed rulemaking does not involve 
major economic consequences as de- 
fined by that order. A copy of the reg- 
ulatory analysis assessment support- 
ing this determination is on file with 
the Hearing Clerk, Food and Drug Ad- 
ministration. 


Dated: September 15, 1978. 


SHERWIN GARDNER, 
Acting Commissioner of 
Food and Drugs. 


(FR Doc, 78-26624 Filed 9-21-78; 8:45 am) 
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